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I INTRODUCTION

1. Lead Plaintiff the 1lemispherx Investor Group, consisting of Victor Cherry, Ehud
Nahum, Jagvinder Pal Singh and Padmakar Boienipelly (“Lead Plaintiff’) brings this action
individually and on behalf of all persons or entities that purchased and/or acquired the cominon
stock of Hemispherx Biopharma, Inc. (“Hemispherx” or the “Company™) between February 18,
2009 and December |, 2009 (the “Class Period”) seeking to pursue remedies under the Securities
Exchange Act of 1934, 15 U.S8.C. §§ 78j(b) and t(a) (the “Exchange Act™) and Rule 10h-5
promulgatcd thereunder by the United States Securities and Exchange Conunission (“SEC™), t7
C.F.R. § 240.10b-5, against Hemispherx, the Company’s Chief Exceutive Officer and Chairman
of the Board of Directors, William A. Carter, M.D., and the Company’s Medical Director, David
R. Strayer, M.D. (collcctively, “Defendants™).

2. Lead Plaintiff’s allegations are based upon personal knowledge as to itselt and
information and belief as to all othcr matlers bascd upon, among other things: (a) the
investigation conducted by and through its attorneys; (b) review and analysis of filings made by
Hemispherx with the SEC; (¢) review and analysis of press relcascs, public statements, news
articles, securities analysts’ reports and other publications disseminated by or concerning
Hemispherx; (d) interview of a former Hemispherx employee, and (e) other publicly available
informnation about Hemispherx. Additional facts supporting the allegations contained herein arc
known only to the Defendants or arc cxclusively within their control. Lead Plaintiff believes that
substantial additional evidentiary support exists for the allegations set forth in this Consolidated
Class Action Complaint (“Complaint™) that will be revealed after a reascnahle opportunity for

discovery.
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I1. NATURE OF THE ACTION

3. Hemispherx, headquartered in Philadelphia, Pennsylvania, describes itsclf as a
spectalty pharmaceutical company engaged in the clinical development, manufacture, marketing
and distribution of new drug therapies based on natural immune systein enhancing technologies
for the trcatment of viral and immune hased chronic disorders. The Company’s corc product is
Ampligen, an cxperiinental drug undergoing clinical development for the trcatment of Chronic
Fatigue Syndromce (“CFS”). Other products are Alferon, an antiviral product approved by the
U.S. Food & Drug Administration (“FDA”) for the treatmnet of refractory genilal warts which
the Company was not selling during the Class Period hecause it chose not to spend ils very
limited manufacturing funds on it, and Alfcron LDO (low dose oral), a product in very early
stage developinent.

4. During the Class Period, Defendants misled investors rcgarding Hemispherx's
New Drug Application (“NDA™) for Ampligen which had becn initially filed with the U.S. Food
and Drug Administration (“FIDA”) as a treatment for CFS in 2007, on which FDA action was
expected in February 2009.

5. Specifically, Defendants disclosed delays in FDA action on the Company’s NDA
saying explicitly that the delay would be brief and that the FDA did not request additional
information at the time of the delays, while concealing dcficiencies the FDA had noted
previously, of which Defendants were well aware by virtue of the faet that they were then
engaged in attempting to respond to them. During the Class Period, Defendants knew that the
need to remedy these deficieneies would, at a minimum, delay FDA review and might rcsult in

rejection of the application if the FDA could not be satisfied.
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6. The markct cxpected that there would be prompt FDA approval of Ampligen to
treat CFS, becausc the Company bad no other source of substantial near term revenues, and iis
financial condition was so poor that, according to SEC filings, it was paying a portion of the
salarics and fees of its Board of Directors, employees, consultants and vendors in stock.
Therefore, unless it could conduct onc or more offerings of its stock, which required market
beliet that its FDA application would be approved without difficulty or substantial Jelay, the
Company could not pursue its ambitious devclopment plans, or even continue in business for
very long.

7. Although the FDA requires statistically significant results nsing what is called an
intent to treat analysis from two controlled trials, and, in the case of a drug used to treat a chronic
condition, requires clinical evidence that this drug does not extend the QT interval — a measure
of cardiac cffect — the Company’s NDA did not comply with either of these requircments.
Moreover, instead of submitting requircd rodent carcinogenicity studies, the Company had asked
the FDA to waive this requirement. (defendants misrepresented and concealed these facts
throughout the Class Period.

8. Further, during its review of thc Company’s NDA, the FDA requested multiple
clinical safety assessments, pre-clinical toxicology reports (including pharmacokinetic studies in
multiple animal specics), and manufacturing control reports, which wcre required before the
FDA could complete its review or approve the application.

9. In a Febmary 18, 2009 press release and in a May 26, 2009 press rclease, the
Company announced brief delays in FDA action on the Company’s NDA, which Decfendants

attributed to the FDA’s workload. On various other occasions during the Class Period,
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Defendants made the sume misreprescntation, adding that the Company had submitted
everything that had heen requested.

10. In a March 19, 2009 conference call, Defendant Strayer rcpresented, falsely, that
the resulls [or the infent to treat analysis of the treadmill test data from the Ampligen Phase 11
trial were statistically significant, and that the Company had dispelled FDA concern ahout
Ampligen’s eftect on QT interval.

11.  The truth began to emerge on Novcmber 2, 2009, when the Company issued a
press release entitled “Hemispherx Biopharma Updates Chronie Fatigue Syndrome (CFS);
Treatment and Commercial Application Programs; Targets Completion of All NDA Regulatory
Responses and [nitiation of Expanded Clinical Collaborations in CFS,” which stated in part:

The Company also plans to complete all outstanding querics from the FDA
regarding its New Drug Application (NDA) for Ampligen®, an experimental
therapeutic, during November and Decemher, 2009, On May 26, 2009, the
Company announeed a delay on the Ampligen NDA which, at the time, had a
PDUFA date of May 25, 2009, As noted in the 10-Q and 10-K filings at the time,
the FDA did not request additional information from the Company at that time.
Heowever, several outstanding NDA items, requiring Hemispherx responses,
existed at the time of the FD A delay as noted in the August 8, 2009, 10-Q filing.
Between March 9, 2009 and September 15, 2009, the Company issued six (6}
new reporty to the Agency spanning various subjects including a) clinical safety
assessments, b) specialized pre-clinical toxicology reports, and c) abbreviated
chemistry and manufacturing control reports. The Company believes that thesc
reports may fully retire all agency queries in these particular areas.

The company also plans to submit four (1) additional reports on interrelated
topics in November and December, 2009, which will include pharmacokinetic
analyses in multiple lower animal species (primates, rodents, etc.) (“the
Lovelace Laboratory Studies”)and final validation reports of certain
manufacturing procedures conducted at an independent facility, Hollister-Stier
Laboratories in Spokane, WA4. Some of these reports were recently cited in
BioMedReports.com and the Science Business Exchange (October 15, 2009).'

' Emphasis added unlcss otherwise noted.
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12.  As aresult of the November 2, 2009 disclosure, the price of Hemispherx common
stock plummeted from $(.45 per sharc on Octaber 30, 2009, to close at $1.33 per share on
November 2, 2009 (an 8.28% dccline) on unusually hcavy volume of 2,409,294 shares traded;
and to declinc further on November 3, 2009, when it closed at $1.13 per share (a 15.04%
decline), on unusually heavy volume of 8,739,506 shares traded. This decrease was the result of
Defendants’ disclosurc of facts that had previously been concealed and caused the price of the
Company’s common stock te be artificiaily infiated.

13. On Dccember 1, 2009, aftcr the market closed, thc Company issued a press
rclease which disclosed that the FIDA advised the Company in a completc response letter that the
NDA for Ampligen could not be approved becausc, among other things, the clinical (human)
studies submitted with the application “did net provide evidence of efficacy of Ampligen,” a
fmding which was substantially based on the fact that the results for the intent to treat analysis of
the primary endpoint of the Phase Iil thal were not statistically significant. The December 1,
2009 press release disclosed that as a result, the Company vould not bope to obtain approval of
Ampligen without conducting at least onme additional large human study “which shows a
convincing effect and confirms safety in the target population” — mentioning the necd for
evidenee of eardiac safety. Further, the December 1, 2009 press release admiited that the FDA
“Is recommending that the Company complete rodent carcinogenicirty studies in two species,”
which the Company had chosen not to perform, but instead asked the FDA to waive.

14, As a result of the foregoing disclosures in the Dccember |, 2009 press release, the
markct price of Hemisphera common stock plunged an additional $0.49 per share, from a closing
price of $1.20 per share on Dececmber 1, 2009 to closc at $0.71 per share on December 2, 2009, a

decline of 40.83%, on unusually heavy volume of 26,168,813 shares traded; and to dccline
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further on December 3, 2009, when it closed at $0.68 per share (a 4.23% deeling), on unusually
heavy volume of 7,510,378 shares traded.

III. JURISDICTION AND VENUE

15. This Court has jurisdietion over the subject matter of this action pursuant to
Section 27 of the Exchange Act, 15 U.S.C. § 78aa, and 28 U.S.C. §§ 1331.

16. The claims alleged herein anse under Scetions 10(b) and 2({a) of the Exchange
Act, 15 US.C. §§ 78j(b) and 78t(a}, and Rule 10b-5 promulgated under Section 10(b) (17 C.F.R.
§ 240.10b-5).

17. Venue is proper in this District pursuant to Section 27 of the Exchanpe Act, and
28 U.S.C. § 1391(b) and (c). Substantial acts in furtherance of the alleged fraud and/or its
effects, including the preparation and dissemination to the investing publie of materially false
and misleading reports, occurred in this District.  Additionally, Hemispherx maintains its
principal executive office in this Judicial District.

18. In connection with the acts, omissions and other wrongs complained of herein, the
Defendants, directly or indirectly, used the means and instrumentalitics of interstate commerce,
including, but not limited to, the United States mail, interstate telephone cormununications, and

the facilities of the national securities markets.
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IV. THE PARTIES

A. Lead Plaintiff

19.  Lead Plaintiff, as set forth in the Certifications previously filed with the Court and
incorporated herein by reference, purchased the publicly traded common stock of Hemispherx at
artificially inflated prices during the Class Period, and has suffered damages as a result of the

disclosurc of the wrongful acts of Defendants, as alleged herein.

B. Defendants
20.  Defendant Hemispherx is a bijopharmaceutical company that maintains its

principal executive offices at One Penn Center, 1617 JFK Boulevard, Philadelphia,
Pennsylvania. The Company was founded in 1966 under the name HEM Research, Inc.. and
went public in November 1995, raising $16 million in its initial public offering. At all titnes
refevant to this action, Hemispherx cotnmon stock has been listed for quotation on the NYSE
Amcx cxchange.

21. Defendant William A. Carter, M.D. (“Carter™) has been Chairman of the Board of
Directors since January 1992 and Chief Executive Officer (“CEQ”) since July 1993. Defendant
Carter has also served as Hemispherx’s Chief Scicntific Officer since May 1989, President since
April, 1995, and as a director since 1987, Defendant Carter is the co-inventor of Ampligen and
joined Hemispherx in 1978. Defendant Carler reviewed, approved and signed certain of
Hemispherx's false and ruisleading SEC filings during the Class Period and madc false and
mislcading statements during the Company’s Class Period investor conference calls.

22, Defendaut David R. Strayer, M.D. (“Strayer”} has served as Medical Director of
the Company since 1986. Defendant Strayer made falsc and misleading statements during

certain of the Company’s Class Period investor conference calls,
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V. BACKGROUND FACTS

A The FDA’s New Drug Approval Proccss
23, Under thc Federal Food, Drug, and Cosmctic Act, 21 U.S.C. §§301-97, new

pharmaceutical products cannot be marketed or sold in the United States unless the sponsor of
the drug demonstrates to the satisfaction of the FDA that the drug is safe and effective for each
of its intended uses. 21 U.S.C. §§355(a) & (d). The steps required before 4 drug may be
marketed in the U.8. include: (i) prechinical laboratory and animal tests; (1) suhmission to the
FDA of an application for an Investigational New Drug (“IND”) exemption, which must become
cffective before buman clinical trials commenee; (iii} human clinical trials to establish the safety
and cfficacy of thc drug, typically procceding in three phases; (iv) submission of a detailed NDA
or Product or Biologics License Application (“BLA™) to the FDA; and (v) FDA approval of the
NDA/BLA. The FDA does not approve 4 drug for treatment of a disease in general. Instead, a
drug is approved for treatment ot a specific condition, or “indication,” for which the drug has
heen tested in patients. For each approved indication, the FDA will specify particular dosages
and dosage frequency determined to be safc and effective.

24. In addition, the FDA approves particular rather than general claims of efficacy,
which liinits the claims that the scller of the drug can make in its advertising and promotional
matcrial. For cxamplc, with respect to CFS, Hemispherx applied for FDA approval of Ampligen
as a treatment tor CFS, limiled to the claim that thc drug increases cxercise duration, as
demonstrated by increased mean treadmill exercise duration for CFS patients, because that was
the primary endpoint of the only Phase III clinical trial of Ampligen in the treatment of CFS
patients that was conducted by the Company. Evcen if the NDA was approved, the Company
would not be able to make other claims without running afoul of the Food, Drug & Cosmetic

Act, because they would not have been proven in clinical trials.

8
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25. Success or failure of a clinical trial is determined by the ability of the trial to meet
its endpoints, including a demonstration that the results are statistically significant. “Statistically
significant” means that a given result is unlikely to have occurred by random chance, or due to
factors outside of the control of the study. Statistical significance is measured on a scale of zcro
{0) to one (1). A statistical significance level of 0.05 (5%) is the traditional scientific standard
for determining whether given results are statistically significant. A result is expressed as a “p-
value,” which is a statistical measure of the probability that a difference between groups in a
clinical trial happened by chance. Statistical significance consisting of a p-value of less than
0.05 has traditionally been considered convincing evidence of efficacy by the FDA. A p-value
of 0.05 means that there is a one in forty likelihood that the result occurred by ehance. The
lowcr the p-valuc, the more likcly it is that the diffcrenee betwecn an cxperimental group and a
control group was caused by the drug, rather than by chance.

B. Timing of FDA Action on a New Drug Applieation

26. The Prescription Drug User Fee Act (“"PDUFA™), enacted in 1992 and amended in
1997 and 2002, authorizes the FDA to colleet substantial “user fees” from pharmaceutical and
biotechnology companies at the time an NDA is submitted, with those funds designated for use
only in Center for Drug Evaluation and Research (“CDER”) or Center for Biologics Evaluation
and Research (“CBER”) drug approval activities. In order to continue collecting such fees, the
FDA 1s required lo meel cerlain performancc benchmarks, primarily related to thce speed of
certain activities within the NDA review process.

27.  The so-called “PDUFA clock” starts on the day the NDA is filed with the FDA.
The FDA has up to six months — and generally takes it — to issue an approval decision. Drug and
biotech firms typically issue press releases when they file an NDA so that investors can calculate

the date by which the FDA must issuc its deeision, often referred to as the “PDUFA date.”
9
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C. Background Regarding Ilemispherx’s Ampligen NDA

28, Ampligen is an investigational drug that is experimental in naturc and is available
legally only through clinical trials. At all times relevant to this action, Ampligen was undergoing
clinical dcvelopinent for the treatment of CFS.

29, Ampligen was co-invented by Defendant Carter in the 1970s and was licensed to
Hemispherx. Since that time, Ampligen has been a drug in search of a4 disease.

30. Hemispherx has sought FDA marketing approval tor Ampligen for approximately
two decades. At various limes, Hemispherx has promoled and engaged m carly testing of
Ampligen as a treatment for chronic hepatitis B, smallpox, HIV, Ebola, avian flu, and 1nost
recently the HINY virus. However, virtually all of the Company’s efforts and funds have been
spent on CFS.

31.  In October 1987, Du Pont cntered into a partnership with Hemispherx, to develop
Ampligen in the treatment of AIDS. Expecting Ampligen to be a high flier, Du Pont acquired
6% of HEM’s stock for $10 million and agreed tv fund part of a 300-person clinical trial,
according to reports. After Ampligen flunked the clinical trial of its cffcctiveness in treating
AIDS, Du Pont terminated its partnership with Hernispherx in October 1988. It was around the
same time that Hemispherx fired Defendant Carter (then the Company’s CEO) for
mistnanagemnent of the AIDS clinical trials. The Company switched its attention to CFS, a
poorly understood syndromc with no known cause that starts with flu-like symptoms and
progresses to chronic weakness and fatipue.

32. There is no laboratory test or barometer for CFS, which 1s dizgnosed by obscrving
a set of symptoms consistent with CFS, and ruling out all other known causes for the symptoms.
As dcfincd by the U.S. Centers for Disease Control & Prevention, to receive a diagnosis of CFS,

a paticnt must satisfy two criteria:

10



Case 2:09-cv-05262-PD Document 28 Filed 03/01/10 Page 14 of 70

a. Expericnce scvere chronic fatiguc of six months or longer duration with other
known medical conditions cxcluded by clinical diagnosis; and

b. Concnrrently exhibit four or more of the following symptoms: substantial
impairment in short-tcrm mcmory or concentration; sore throat; tender lymph
nodcs; muscle pain; multi-joinl pain without swelling or redness; headaches of a
ncw type, pattern or scverity, unrefreshing sleep; and post-cxcrtional malaisc
lasting morc than 24 hours.

33. In addition to the eight primary defining symptoms of CFS, a number of other
symptoms have been reported by 20% to 50% of CFS patients. These symptoms include
abdominal pain, alechol intolerance, bloating, chest pain, chronic cough, diarrhea, dizziness, dry
eyes or mouth, earaches, irregular heartbeat, jaw pain, moming stiffness, nausea, and night
sweats.

34. By 1990, Dcfendant Carter found his way back in the Company. Under
Decfendant Carter’s leadership, the Company filed an application for a “trcatment IND” for
Ampligen on September 3, 1991, based on the results of a study involving 92 paticnts with CFS.
A “treatment IND” status is intended to provide desperately ill patients with cxpcrimental drugs
even before they are approved for marketing. Treatment IND status is given to drugs completing
Phase IT or currently in Pbase T1I trials.

35. In October 1991, the FDA notified the Company that its application to provide
Ampligen under a treatment IND for paticnts with chronic fatiguc syndrome was placed on hold
as the data did not support the expansion of Ampligen treatment. In its letter, the FDA stated
that Hemispherx’s study results involving 92 patients were preliminary and that data submitted

to the FDA were incomplete and inadequate to assess safety and effectiveness of the drug in

11
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CI'S. The I'DA had also raised serious concemns about the potentially life-threatening rcactions
including acute liver toxicity, severe abdominal pain and irregular heartbeat that were observed
duning the study. The following year, in October 1992, Hemispherx was authorized hy the FDA
iv begin 4 Phase Il study of Ampligen for the treatment of CFS.

36. In 1994, the results of the Phase II study of Ampligen in CFS were published.
The study enrolled 92 C'FS patients (45 randomized to Ampligen and 47 assigned to a placebo)
and trcated them for 24 wecks. According to the Company, in the study, patients treated with
Ampligen reported a “clinically significant” improvement in their functional impairment
{primary endpoint of thc study) compared to placebo, as measnred by the Karnofsky
Performance Scale, a scale which mcasures functional perforinanee. Based on this study,
Hemispherx pushed Ampligen into a larger, Phase III study.

37. The Phase III clinical trial (“AMP 516”) began enrolling patients in 1998. The
study used the same dose of Ampligen as the Phase II study, but extended the trcatment to 40
weeks and changed the primary endpoint to improvement in treadmill exercise tolerance testing.
On May 3, 2006, Hemispherx issued a prcss relcase announeing that the Company was
presenting the "audited results” of its Phase 1l study that day at the 5th Intermational Conference
on HHV [human herpes virus] m Barcelona, Spain.  Aecording to the May 3, 2006 press
release,"[t|he presentation shows that thc tests achieved improvements far ahove the levels
considered medically significant,”" The May 3 press rcleasc also states:

... In the recently completed Phase III trial, patients receiving Amphgen (R) for

40 weeks improved exercise trcadmill performance by 14.8% compared to the

plaeebo group, and 12.9% by intent to treat analysis. That's twice the minimum

level considered to be medically significant, which is 6.5%."

Howevecr, the statistical result improved treadmill performance using the intent to

treat analysis, which is the analysis that the FDA eonsiders the rclevant analysis
becausc it counts the results for all of the patients in the trial, was not statistically

12
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significant. As thc rescarch abstract presented at the May 3, 2006 medical

conference in Barcelona revealed, the statistieal p-value for the intent to treat

analysis in the Phase III trial was p=0.052, which is higher than p=0.05, and; as a

rcsult, is mot statistically significant. Thercforc, that result did not incet FDA

statistical standards.

38. Hemispherx initially filed an NDA for Ampligen with the FDA for treatinent of
CFES on October 10, 2007. On December 5, 2007 Hemispherx received a Relusal to File letter
from the FDA because its NDA liling was deemed “not substantially completc.” Hemispherx
filed amendments to its Ampligen NDA on Apnl 25, 2008. On July 7, 2008, the FDA accepted
for review Hemispherx’s NDA for Ampligen as a treatment for CFS. The Company claims that
Ampligen is the first drug in the class of RNA (nucleic actd) molecules to apply for NDA
review,

39.  Aeeording to Dcfendants, a response from the FDA was expected by February 25,
2009, On Dcecmber 1, 2009, aficr reporting several delays whieh Defendants represented were
not due to any deficiencies in the NDA, the Company announced that the FDA had rejected the
applieation and that the Company would need to conduet a new large human trial and several

animal studies in support of an amended NDA.

D. Defendants Bet the Company on the Success of the Ampligen NDA

40. At all times relevant to the Class Period, Defendants essentially bet the Company
on the Ampligen NDA. As a result of the Company’s decades long pursuit of FDA approval of
Ampligen, Hemispherx was a company in desperate nced of eash.  Aecording to the Company’s
Form 10-K filed with the SEC on March 9, 2009, Hemispherx reported net incomne only from
1985 through 1987. Since 1987, Hemispherx has incurred substantial operating losscs due to its
research and development programs. The only eommereial produet of Hemispherx is Alferon
Injection, approved solely for the treatment of refractory genital warts, and sold in the U.S,,

Mexieo, Germany, Singapore, and Hong Kong.

13
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41.

The Company dcrives its revenuc only from the Ampligen cost reeovery program

and commercial sales of Alferon Injection. As reported in Hemispherx’s Form 10-Q for the

quarter ended March 31, 2009, the Company had “not yet generated significant revenues from

[its] products,” and as of March 31, 2009, had an accumulated dcficit of morc than $200 million.

By September 30, 2009, Hemispherx’s accumulated deficit had increased to more than $206

million.

42.

In recent years, the costs for development of Ampligen have consumcd most of

the Company’s resources and represcnted its largest investment. For cxample, thc March 9,

2009 Form 10-K states:

Cash used in operating activities for the year ended December 31, 2008 was
$9,358,000 reflecting mainly expenditures for the preparation and filing of the
Ampligen(R) NDA.... As of February 28, 2009 we had approximately $5,734,000
in cash and cash equivalents and short-term investments, or a decrease of
approximately 6.3% from December 31, 2008.

Given thc harsh cconomic conditions, we have reviewed every aspect of our
eperations for cost and spending reductions to assure the long-term survival of
our Company while maintaining the resources necessary to achieve our
primary objectives of obtaining NDA approval of Ampligen(R) and securing a
strategic partner. We believe, but cannot assure, that our current funds should he
suflicient to mcel our operaling cash requirements for the next 16 months as wc
have taken the steps discussed below to curtail discretionary spending to conserve
cash and reduce our monthly burn rate.

E. Ampligen Was the Company’s Core Product

43, Dctendants admit in the Company’s Class Period SEC filings that Amnpligen was

thc Company’s core product and the Ampligen NDA was Hemispherx's most important project.

For cxample, Dcfendants disclosed in the Company’s Form 10-Q for the quarter ended

September 30, 2009 filed with the SEC on November 9, 2009, that Ampligen represents one of

the Company’s “two core pharmaceutical platforms™:

Our current strategic focus is derived from four applications of eur twe core
pharmaceutical technology platforms Ampligen® and Alferon N Injection®.
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The commercial focus for Ampligen® includes application as a treatment for
Chronic Fatiguc Syndronic ("CFS”) and as a vaccine enhancer (adjuvant) for hoth
therapeutic and preventative vaccine development. Alferon N Injection® is a

Food and Drug Administration (“FDA”) approved product with an indication for

rcfractory or rccurring genital warts.  Alferon® LDO (Low Dose Oral) is an

application currently under early stage development targeting influenza and viral
diseases both as an adjuvant as well as a single entity anti-viral.

44, Moreover, Defendants have looked to Ampligen as the drug that would lcad the
Company to profitability. Indeed, at all times relevant to this action, Detendants emphasizcd the
cominercial potential for Ampligen as a blockbuster drug (a drug with sales in excess of a billion
dollars), based on the following:

a. During the Class Period, no drug therapy for CFS had recetved U.S. marketing
approval. Indccd, to date, ne CES drug has reached the market.

b. 1f approved by the FDA, Ampligen would be the only drug therapy for treatinent
ot CFS.

¢. Hemispherx is the only manufacturer of Ampligen in the world.

d. Tf Ampligen received FDA approval, Hemisphetx would havc becn the exclusive
manufacturer of the oenly CFS drug therapy.

45.  Defendant Carter stated in the March 19, 2009 conference call that the potential
market for Ampligen is $1 billion: A drug in this class would certainly have the potential to be a
$1 billion product assuming that it was accepted in the marketplace....”

46,  Defendant Carter suggested during the March 19, 2009 eonference call that there
are upwards of a million patients who would potentially take Ampligen and that the Company

could expect reimbursements of $16,000 to 320,000 per year for each patient:

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEQ
As you know, there are between 4 million and 6 million Americans who have the
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Unidentified Participant
Chronic syndrome.

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEO

- the disorder, and let’s say 25% of them, more or less, are very, very ill. These
would be the first paticnts who might qualify when and it the drug is approved.
Under the emcrgency rcgulations, we presently provide the drug on a cost
reimbursement basis for $16,000 to $20,000 a year. So obviously, there would
probably be a step-up in that pricing if the product receives a [ull approval. But in
essence, you can run the numhers yourself, As you know, there are no other
products on the market that are approved.

VI. FALSE AND MISLEADING STATEMENTS DURING THE CL.ASS PERIOD

47.  On February 18, 2009, the Company issued a press release entitled “FDA Extends
Ilemispherx’s NDA Review Date for Ampligen® as Potential Treatment for CFS,” which
revealed that, due to the agency’s workload, there would be a three-month delay in FDA action
on the Company’s application for approval of Ampligen as a treatment for CFS. The Fcbruary
18 press releasc stated:

Ilemispherx ... has reccived a letter from the Food and Drug Agency (“FDA™)
indieating that the originally scheduled Prescription Drug User Fee Act
(“PDUFA™) date on the Ampligen® (Poly I:Poly C12U) New Drug Application
(NDA) would be extended by three months “in order to provide time for a full
review of the snbmission.” Additional data were received by the FDA within 3
months of the user fee goal date.

Due to constraints at the FDA, specifically and including the increased
workload related 1o the recently enacted and implemented FDA Amendments
Act (“FDAAA") and FDA'’s Safety First/Safe Use initiatives, work priorities
may change resulting in the Agency going past the customary PDUFA goal set
Jor reviews of an application.

A decision was onginally expected by February 25, 2009, tor the Company’s
submassion of its Ampligen® NDA, which is designated as an Orphan Drug for
the treatment of Chronic Fatigne Syndrome, which has no FDA approved
treatments on the market. Ampligen® is also authorized for Emergency
(compassionate) Cost Rceovery Sales Authorization by the FDA and has a
“promising” designation by the Agency on Health Research Quality (AHRQ):
“Ampligen®, an invcstigational drug that is not approved by the FDA, given
intravenously to severely debilitated patients, yielded the most promising results.”
The extended user fee goal date is now May 25th, 2009.
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Extensions of NDA reviews are a scparate category of FDA response, distinct

from a complele response letter or approval by the PDUFA date, and have always

existed. Prior to the reecent new FDA initiatives (cited above) and resultant

increased workload, “on time” action by the Agency has generally ranged
between 68 and 100 percent for the standard NDA reviews between FY 1999 and

FY 2006 (source: Annual FDA PDUFA Performance Reports (www.FDA gov }).

48, Defendnnts’ statements in the Fcbruary 18, 2009 press release were materially
false and misleading bceause Defendants knew or recklessly disregarded that the FDA could not
have completed its rcview of the Ainpligen NDA by February 25 regardless of any issues
relating to “increased workload related to the recently enacted and implemented FDA
Amendments Aet ... and FDA’s Safety First/Safe Use initiatives.” As Defendants later
admitted, at the time they made the falsc and inisleading Fehruary 18 representations, thcy were
m the process of responding to FDA requests for 2 wide varicty of reports, which the Company
needed to submit before the FDA would eomplete ils review, including clinieal safety
assessments, specialized pre-clinical toxicology reports, and chemistry and manufactunng
eontrol reports. As Defendants admitted in Hemispherx’s November 2, 2009 press release and
the November 9, 2009 Third Quarter Form 10-Q):

Between March 9, 2009 and September 15, 2009, we issued six new reports to

the FDA spanning various subjects including clinical salety assessments,

specialized pre-clinical toxicology reports and abbreviated chemistry and

manufacturing control rcports. We also plan to submit four additional
rcports on interrelated topics in November and December 2009, which will
include pharmacokinetic analyses in multiple lower animal species (primates,
rodents, etc.) regarding the Lovelace Respiratory Rescarch Institute studies
and final validation reports of certain manufacturing procedures conducted
at an independent facility, Hollister-Stiter Laboratories in Spokane, WA.
November 9, 2009 Form 10-Q.

49, On March 13, 2009, the Company filed its 2008 Annual Report on Form 10-K

with thc SEC for the year ending December 31, 2008, which was signed by Defendant Carter,

and stated in part:
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On July 7, 2008 we were notified that the FDA had accepted for review our
amended NDA filing for using Ampligen® to treat CFS. FDA approval of this
application would provide the first-cver treatment for CFS.  As present, only
supportive symptom-based care is available for CFS paticnts.

¥ * *
FDA Exlends NDA Review Date tor Ampligen®

In February 2009, the Company received a Ictter lrom the Federal Drug
Administration (“"FDA”) indicating that their originally scheduled Prescription
Drug User Fee Act (“PDUFA™) date on the Ampligen® (Poly I:Poly C12U) New
Drug Application (“NDA”) would be extended by three months “in order to
provide time lor a full review of the submission.” A decision froin the FDA was
originally expccted by February 25, 2000, The extended PDUFA date for
Ampligen® is now scheduled for May 25, 2009. Due to constraints at the FDA,
specifically and including the increased workload related to the recently enacted
and implemented FDA Amendments Act and Safety First/Safe Use initiatives,
work priorities may change resulting in the agency poing past the customary
PDUFA goal date set for reviews of an NDA,

Extensions of NDA reviews dare a separate category of FDA response, distinct

from a complete response letter or approval by the PDUFA date, and have always

cxisted. Prior to the recent new FDA initiatives (cited above) and resultant

increased workload, “on time™ action by the agency has generally ranged between

68 and 100 percent for the standard NDA reviews between fiscal years 1999 and

2006 (sourcc: Annual FDA PDUFA Performance Reports (www.FDA. gov).

50. Defendants’ statcments in the March 13, 2009 Form 10-K werc materially falsc
and misleading in their attributions of the delayed PDUFA date to FDA “constraints” and
“increased workload” for the same reasons as the Fehruary 18, 2009 press relcasc.

51. At the IACFS/ME %th International Research and Clinical conference from March
12-15, 2009 in Reno, Nevada, Defendant Strayer madc a presentation regarding Ampligen, in
which he reported that there were no satety concems from treatment with Ampligen and that
patients wete able to decrease use of other medications while taking Ampligen:

Interferon and cytokine levels in the phase (I trial of Poly I Poly C12U

(ampligen) was presented by David Strayer (Philadephia, USA). Pre-treatment

and intra-patient changes from baseline were eompared to see if the trcatment had

a significant effect on scrum lcvels. Patients had improved significantly in
treadmill tests and decreased use of other medications with this treatment, but
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there was no sigaificant modulation of interferons or cytokines. No safety

concerns were raised and the treatment was well tolerated. The decrease in use of

concomitant mcdications was an important point, as several of the medications

uscd regularly in CFS do cause prolongation of the QT interval, with pessihle risk

of death. Overall death rates in CFS patients due to heart failurc, suicide and

cancer were reduced.

52. On March 19, 2009, during the Company’s fourth quarter 2008 earnings
conference call with securities analysts and investors, defcndant Carter made the following
statements:

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEQ

We believe that we have answered all the major questions that have been pul

forward with the Agency. Now under federal law, they can continuc to ask

questions as long as thcy waunt.

But we believe that the major qucstions which they have asked have in our

opinion been rctired. Ohviously, we are trying to anticipate questions that might

come up in the future so that we can be prepared should therc be further

guestions.

Unidentified Participant

That is May 25 that is going to come up?

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEO

Yes, May 25, we would cxpecet definitive response letters at that point.

53. Defendant Carter’s statements during the March 19, 2009 confercnce call were
materially false and misleading because he knew that the Company had not “answered Il the
major questions” lrom the FDA. On the contrary, the Company was then responding to
numerous FDA requests for additional information concerning thc Ampligen NDA. As
Defendants admitted in the November 2, 2009 press release, at the time of the March 19, 2009

confcrence call, the Comnpany was compiling and submitting new reports to the FDA on a vanety

of topics, including clinical safety assessments, specialized preclinical toxicology reports and
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chemistry and manufacturing control reports. In fuct, the Company continued to respond to these
outstanding FDA requests until and after the end of the Class Period.

54, In the March 19, 2009 conference call, Defendant Carter discussed what he called
one of the “overarching challenges in pharmaceutical research,” “a challenge to all drugs that are
potentially givern on a chronic basis,” which he referred to as “the Vioxx problem.” (Vioxx was
the Merck arthritis drug that the FDA caused to be withdrawn from the murket when it causcd
serious, even fatal, cardiac effects.) Defendant Carier called this problem “the unintended
cardiovascular consequences of drugs given to the chronically disabled population.”

35. In the March 19, 2009 conference call, addressing the issue of’ the possiblc
cardiotoxicity of Ampligen. Defendant Strayer said that:

The QT interval is u part of the EKG complex, and the importance of it is that

when this interval gets prolonged, it increascs the risk of arrhythmias and of
sudden death.

So what we did is we looked — again in the 516 study we looked we looked at the
QT interval in the Ampligen group versus the placebo group. We actually found
that the placebo group had a prolonged QT interval comparcd to the Ampligen
group., We began o probe this. Wc found that it was direetly related to the
number of medications they were taking that prolong the QT interval.

This was true in both AMP 502, our first randomized placebo-controlled study, as
well as the second one, AMP 516.

So these results really from two independent clinical trials suggest that the
therapeutic benefit of Ampligen allows patients lo reducc their dependence on
concomitant mcdications used to treat the symptoms of CSF, and thereby
specifically reducing exposure to these drugs that are known to prolong the QT
interval. So we think this is a vcry important finding, and we have recently
submitted this data to the Agency.
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56. In the March 19, 2009 conference call, Defendant Strayer also represented, in
response to a question hy a securities analyst, that the results for the intent to treat analysis of the
treadmill time, the primary endpoint of Phase 111 Ampligen inial, “are statistically significant.”

57. Defendants Strayer’s and Carter’s statements about cardiotoxicity were matenally
misleading by reason of the failure to disclose the fact that in the Phase III tnal, patients treated
with Ampligen expenenced arrhythmia, a cardiac effect, and the Company had not performed
the FDA prescribed testing to determine the effect of a drug for a chronic condition on QT
interval, as descmbed m Gwidance for Industry: Clinical Evaluation of QT/QTC Interval
Prolongation and Proarrhythmia Potential for Non-Antiarrthythunic Drugs. As a result, as the
Company announced in a December 1, 2009 press release, the FDA required the Company to
perform a “well-controlled QT interval study” as one¢ of the prerequisites to approval of
Ampligen as a treatment for CI'S.

58.  Defendant Strayer’s representation that the result for the intent to treat analysis for
the primary endpoint of the Phase III trial was statistically significant was false, as the p-value
for that rcsult was p=0.032, which is preater than p=0.05, and, thcrefore, not statistically
significant, Results that are not statistically significant are not normally considered credihle
evidence by the FDA. Indced, in a Decetnber 1, 2009 press release, Hemtspherx disclosed that
“the FDA stated that the two primary clinical studies submitted with thc NDA did not provide
credible evidence of efficacy of Ampligen.”

59, Also during the March 19, 2009 conference call, Defendant Carter asked
Dcfendant Strayer to rcport to investors about new cardiovascular data.  As shown helow,

Defendants claimed that this new data supported safety of Ampligen by blaming certain adverse
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cardiae effects, known as prolonged QT interval, on other medications certain study patients
were taking:

William Carter - Hemispherx Biopharma, Inc, - Chairman, CEQ

Okay. Tell us a little bit about the new cardiovascular (multiplc spcakers) dala.

David Strayer - Hemispherx Biopharma, Inc. - Medical Director - Regulatory

Affairs

Yes, we have shown in previous publications and presentations that the Ampligen
patients actually can reduce the use of concomitant medications that they
take to relieve the symptoms of CSF.... CSF patients utilize numerous
medications to try to amcliorate their symptoms.

We now wanted to Jook at a specific class of these drugs that they take to sce
whether or not we could show that this particular very important class that has
cardio toxic effects actually was reduced as well. This class are drugs that
prolong the QT interval. The QT interval ts part of the EKG complex. And the
importance of it is that when this interval gets prolonged, it increases the risk of
arrhythmias and oi sudden death.

So what we did is we looked — again in the 516 study we looked at the QT
interval in the Ampligen group vcrsus the placebo group. We actually found
that the placebo group had a prolonged QT interval compared to the
Ampligen group. We began to probc this. We found that it was directly
related to the number of medications they were taking that prolong the QT
interval.

This was truc in both AMP 502, our first randomized placebo-controlled study, as
wcll as the second one, AMP 516.

So these results rcally from two independent clinical trials suggest that the
therapeutic benefit of Ampligen allows patients to reduce their dependence

on concomitant medications used to treat the symptoms of CSF, and thereby
specifically reducing exposure to these drugs that are known to prolong the

QT interval. So we think this is a very important finding, and wc have recently
submitted this data to the Agency.

60.  These statcments falsely assured investors that Hemispberx had performed

adequate cardiac safety studics and that any prolonged QT interval prohlems were not caused by

Ampligen but instead were due to other medications. In this way, Defendants conditioned the
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markct to belicve that the FDA would not require the Company to perform additional cardiac
safety studies. However, the lact that the Company was submitting this QT interval data reveals
that the FDA was making inquiries rcgarding the cardiac salety of Ampligen and, as Defendants
admitted in the December [, 2009 press release, not only did the FDA require the Company to
perform a third clinical trial, hut the FDA also required that this study include a well-controlled
QT interval study.

61. On May 11. 2009, the Company issued a press release entitled “Hemispherx
Biopharma Announces $18.3 Million Public Eqnity Offerings,” which stated in part:

Hemispherx Biopharma announeed teday that it has agreed to sell up to §18.3

million in comumon stock and warrants in a registered offering to two institutional

investors. The investors will purchase today, for $15 million eash, common

shares of its stock at $1.10 per share.

62. Also on May 11, 2009, the Company filed its Form 10-Q with the SEC for the
quarter ended March 31, 2009, which stated in part;

On July 7, 2008, the FDA accepted for review our NDA for Ampligen® to treat

CFS, originally submitted in Octoher 2007. We are seeking marketing approval

for the first-ever treatment for CFS. At present, only suppottive, symptom-based

care is available for CFS patients.... On February 18, 2009, we were notificd by

the FDA that the oniginally scheduled Presenplion Drug User Fee Aet date of

February 25, 2009 has becn extended to May 25, 2009.

63.  On May 19, 2009, thc Company revealed in a press release issued on that date
that it had again reaped the fruits of its misrepresentations about the delayed FDA action on its
application for approval for Ampligen as a treatment for CFS, announcing (hat institutional
investors purchased Hemispherx stoek for $16 million, stating:

Hemispherx Biopharma announccd today that it has agreed to sell up to §16

million 1n common stock and warrants in a registered offering to two institutional

investors. The investors will purchase for $16 million cash, 11,906,976 common
shares of its stock at $1.34375 per share.
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64.  As a result of stock and warrants issucd in the offerings announced on May 11
and 19, thc Company raised approximately $33,712,000.

65. On May 26, 2009, the¢ Company issued a press release announcing yel another
delay in FDA action, again blamed on FDA scheduling issues and denied that the FDA had
requested additional information, entiticd “Hgeinispherx Biopharma Announces Possible Bricf
Delay in FDA Action on Ampligen® Ncw Drug Application,” which stated:

Hemispherx Biopharma, Inc. today announces that the U.S. Food and Drug

Administration (“FDA™) has advised the Company that it may require up (o 1-2

additional wccks to take action heyond the scheduled Prescription Drug User Fee

Act action date of May 25, 2009 on thc New Drug Application for Ampligen®

{Poly LI:Poly C12U), a sclective TLR3 modulator, for the management of Chronic

Fatiguc Syndromme. Reason for the possible delay was altributed by the Agency to

certain staff scheduling changes which might (or might not) delay the report.

Accordingly the Company’s development plan for Ampligen® eontinues as

described in the recently filed 10Q and 10K, as the FDA did not request

additional information from the Company at this time.
This statcinent was materially false and misleading for the samc reasons as the Fehruary 18,
2009 press release.

66. On June 12, 2009, during a biomedreports.com interview, detendant Carter made
the following statements:

Interviewer: First of all, let’s 1alk about what everyone is talking about, which

is the FDA decision, is it safe to say that we haven’t heard anything from the FDA

in regards to Ampligen?

Dr. Carter: Correct.

67.  Defendant Carters’ statement at the June 12, 2009 interview was matcrially false
and misleading when made because he knew, but intentionally concealed, that the FDA had been
in contact with Hemispherx and made multiplc inquiries regarding the Ampligen NDA, and

Hemispherx was actively engaged in responding to thesc inquirtes throughout the Class Period.

As Dcfendants admitted in the Company’s November 2, 2009 press release, at the time of the
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June 12, 2009 interview, the Company was compiling and submitting new reports to the FDA on
a variety of topics, including clinical safety assessments, speeialized preclinical toxicology
reports and chemistry and manufacturing control reports, specifically in response to FDA
inquiries relating to the FDA. In fact, the Company continucd to respond to outstanding FDA
requests throughout the Class Period and thereatter.

68. On July 22, 2009, on the Company’s conlerence call with investors and analysts,
Defendant Carter made the following statements:

Mr. Welsh: Yes, T was wondering if there’s any foreshadowing or new news of
the FDA’s approval of Ampligen?

Dr. Carter: ... T gave a brief status report at the introduction to this eonference
call. We have not received any recent ncws from the agency. And as I pointed out
carlicr in a call, we have a number of initiatives in the CFS area which are not
dependent upon that specifie — that specifie set of correspondences from the
agency.

And so we’re moving on these — we’re moving on a whole series of initiatives
with respect to clinical trials, market development, safety study reports.

In the past, we've issued somc re-reports. Now we’re issuing eomplete audited
reports on a variety of safety issues that the agency has raised over several years;
no — no new issues, but now we’re retiring them through — we believe we're
rctiring them through more eomprehensive reporting. So this is all — this is all
going forward.

And as you know from earlier conference calls, we helicve the agency is
substantially overworked at the moment with its new initiatives. It bas new
senior management. And w¢ cxpect that sometime in the fall, perbaps sooner,
we will be hearing from the — from the ageney.

X x %

[Carter]: What we — what we’re doing now, sinee since we believe that we’ve
received the totality of significant questions and have retired thcm, we’re now
creating the dossicr for Canada and for selected European countries.

* * *

Steve Gold: Hi Good Moming. The last we heard — well, we heard from the
FDA - there was a one- or (wo-weck delay, and 1 heard you discuss the FDA
earlier, at the beginning of the call. T want to get a little bit specifie about that, if [
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may. That was ghout two — two months ago or so. Next, we heard you say that
you’rc expeuiing — now you're expeeting a response sownetunc in the [all. What
do you aftribuic this tremendous delay to? And to say that the agency is
overworked or overloaded, wouldn’t it be reasonable for the company to reqnest
an update — an updated timeline from the FDA?

¥ % %

[Carter}. So this is a — this is a — this is 1 common phenomenon with respecet to
the agency. And even though it is hiring several thousand new people under -
its recent congressional appropriation, it’s going to take awhile to train them.

I don’t — I don’t want to suggest — and if I suggested it, that we are not in — we arc
not in correspondenee with the agency, that would be correct. We are regularly
providing reports to the ageney to different reviewers and diffcrent areas; for
exainple, in the arca of preclinical toxicology. And so we are in correspondenec.

With respect to the question of — the definttive answer to our pending NDA, it’s
been our impression and that of — and that of our regulatory counsel that the
ageney knows that we are most eager to — to determine what their dcliberations
are. They were prescnt at a meeting at the end of May as a member of the HHS
comrmittce.
* k%

[Carter]: And we fccl that if the - the appropriatc coursc ol aclion is 1s to be
responsive to any qucries, shall we say, that are still out there, and that’s what
we’ve been doing, as I said, providing definitive documents, where, beforc, there
was summary documents, which we fclt retired the issuc but was not ncecssarily
the totally enriched docuinent with schedules of numbers, ct cetera, et cetera.

£ x ¥

Steve Gold: One final question. Is the FDA currently awaiting any data or
documents from Hemispherx that may be delaying this approval?

[Carter]: We don’t think that there are any documents, It’s always hard io
understand materiality, but there were many, for cxample, many inspections done
all over the country.

The clinical site inspections, so far as | remember, were perfect. There were no
so-called 483s, there were 483s — a small one issued on New Brunswick and a
larger one issued on our — on our coniract kll and finish group called Hollister
Stiex.

The 483 into the — into our facility, we retired, wc believe, to the best of our
satisfaction, roughly 4 month or six weeks ago. Wc haven’t yet rcceived a
response from the agency on that, but that’s not unusual for them simply to accept
a response. And if they deem -- if they still have a qucstion, they may — they may
inspect again. We haven’t heard that they will.
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Wc — ['ve commented in earlier inspcctions that with respect to Holister Stier,
there were some limited questions with respect to what’s called mix and hold; that
is, is the product being distributed in these very large tanks. We’re still working
on that. That’s very eommon among perennial manufacturers to perfect that in,
shall we say, thc post-approval inspeetion. What we’ve done so far are pre-
approval inspeetions, but there is still experiments that would necessarily have to
be donc in a post-approval and some of thosc we’re — wc're, shall we say,
jumping the gun and - and doing them now in a - the hope that that will save
time,

And, obviously, Ilolister-Stier has an exccllenl reputation in this field, and we
think that, ultimately that will carry the day. Though — though [ would say that as
ol today we don’t have evidence, written evidence, from the agency about
Holister Stier aetivity. Wc think that it will, as they'vc done many times in the
past, be satisfactory to the regional office in Seattle which in turn will report that
to the home office in Silver Spring, Maryland.

69.  On August 10, 2009, the Company filed its quarterly report on Form 10-Q with
the SEC for the quarter ended June 20, 2009, which stated in part:

On Fehruary 18, 2009, wc were notified by the FDA that the originally scheduled
Prescription Drug User Fee Act (“PDUFA”) dated February 25, 2009 has been
extended to May 25, 2009. On May 22, 2009, we were notified by the FDA that
it may require up to one to two additional weeks to lake action beyond the
scheduled PDUFA aetion date of May 25, 2009. Since that date, no furthcr
notification has been received from the FDA.

* * *

The FDA condueted a field inspection at Hollister-Stier Laboratories in Spokane,
Washington in mid-2008. The Ampligen® final fill operations are performed
under contract with Hollister-Stier. The inspection resulted in a FDA Form 483
with two observations dealing with reviews and validations of process variability.
We continue to work with Hollistcr-Stier to finalize specific actions to address the
FDA Form 483 issues and Hollister has submitted a specific action plan to the
Seattle , Washington office of the FDA. [t is our expectation that these issues will
be resolved and we will be able to complctc the resultant sequential validations by
the end of 2009.

On September 19, 2008, we executed an agreement with Lovelace Respiratory
Research Institute in Albuquerque, New Mexico to perform certain animal oxie
studies in support of our Ampligen® NDA. These studies were requested by the
FDA and will be donc in collaboration with the resources of the New Brunswick
facility. These studies have been substantially completed with summary reports
expected to be issued to the FDA during the third quarter of 2009. Data for final
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FDA reports are presently undergoing internal auditing at Lovelace and
Hemispherx with a projected completion of the final report for late 2009 to early
2010.

70, On Scptember 19, 2009, TheStreet.com published an article entitled “Hemispherx
Hasn’t Called FDA on Ampligen Review,” which stated in part:

As the crowd [at the Rodman & Renshaw Global Investment Conference] was
breaking up to make way for the next prescnting coinpany, I walked up to Carter,
introduced myself, and asked him to more fully explain what he meant when he
said the eompany was “cleaning up certain issues” with the FDA.

On numcrous occasions sincc May, Carter has stated that the company wasn’t
aware of any deficiencies in the Amphgcn data package and that the FDA hasn’t
asked the company for any additional information.

His answers to my question at the Rodman conference suggested a change to that
stance. Morc specifically, I wanted Carter to explain why the company made a
small hut seemingly important alteration to the wording of its quarterly reports
filed to the Securities and Exchange Commission.

Hemispherx is working with its contract manufacturer Hollister-Stier Laboratories
to resolve two deficiencies in the Ainpligen fill-finish process found hy FDA
inspectors working out of the agency’s district office in Seattle.

In previous quarterly reports to the SEC, Hemispherx stated that it, along with
Hollister-Stier, had “submitted a specific action plan” to address the
manufacturing deficiencies — known as 483 letter in FDA legal parlance - found
by the FDA’s inspectors.

Hemispherx added new language to this section of its most recent 10-Q filed on
Aug. 7. Itreads: “It is our expectation that these issues will be resolved and we
will he ahle to complete the resultant sequential validations hy the end of 2009.”

This means that Heinispherx and its contract manufacturer are still working on the
fixes to Ampligen’s manufacturing. And if the validation work won’t be done
until the end of 2009, that means FDDA won’t have a chance to review and/or
approve the Ampligen manufacturing changes until well into 2010.

The new disclosure found in Hemispherx’s SEC filing doesn’t jibe with Carter’s
previous statements in which he insisted that the FDA has not asked the company

for any morc information about Ampligen.

Clearly that’s not true. The FDA asked Hemispherx for information about
Ampligen’s mnanufacturing and is now waiting for corrective actions to be taken.
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The FDA does not approve drugs with unresolved manufacturing issues.

* k%

I asked Carter ahout the new disclosures in his compuny’s SEC filings and
whether or not the unresolved manufachiing problems with Ampligen were
delaying the drug’s approval.

“1 don’t know. I'm not sure,” he said, in response. Then he addcd, “Perhaps it’s
because the commissioner’s husband worked for a hedge fund.”

By commissioner, Carter was referring to newly appointed FDA Commissioner
Margarct Hamburg, whosc husband, Peter Fitzbugh Brown, is an officer at the
hedge fund Renaissance Technologies. Brown had to divest certain stock
holdings in drug companies held by the hedge fund before Hamburg could take
her post. According to Carter, Brown’s fund owned a stake in Hemispherx.

I explained to Carter that the FDA commissioncr doesn’t actually review drugs.
This work is done by thc various divisions of the FDA and that Ampligen’s
review, including the inspection of its manufacluring facilities, wouldn’t have
anything to do with whether or not Comnmissioner Hamburg's husband worked for
a hedge fund or not.

“I have to go now, let’s get out ol'here.” said Carter as he walked away.
7. On October 9, 2009, during an intervicw with biomedreports.com, Defendant
Carter made the following statements:

Interviewer: Wc have been contacted hy so many members of the investment
community who have asked us to contacl you in rcgards to whether or not there
has been communication betwcen your Company and the FDA about the status of
that drug application.

[Carter]: As [ noted at somc of the recent health care conference, we continuc to
be in contact with the agency concerning certain requests that they have made to
us over the last ycar that have to do with what we call toxicology. This is non-
clinical work on the drug which is customarily part of the new drug application.
So we have continucd to complete reports and we expect sometime this quarter,
the fourth quarter, to complete a set of requirements that have to do with clinical
toxicology — sorry, pre-clinical toxicology. Now, in addition to that, the agency
has done a number of audits of our clinical sites as well as our manufacturing
facility over the last 12 months. ['m very pleased to say that the clinical
inspections resulted in no findings which required corrective action by the
Company, which I believe is a very unusual positive result given the complexity
and the duration of our clinical studies. However, the agency did note certain
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compliance issues at our facility in New Brunswick, which we own, and also at a
contract laboratory in Spokane, Washington, where we do something called fill
and finish. We put the Ampligen into the final container. Now over the summer
of 2009 we remediated the small compliance issues that existed in our own
facilities and we submitted it to the regional office of the FDA which is in New
Jersey. At the present time we are about to complete the remediation as we see it
in the contract lahoratory in Spokane. I believe that in the next several weeks that
work will be completed and thal will then generate a report to the regional office
of the agency which is in Seattle, [ believe, Now until all those reports are
completed and filed satisfactorily with the agency, the agency can withhold a final
decision on the commereialization of thc product. But we believe that we will
have achieved everything to the best of our knowledge which is necessary for a
completion of what we call pre-approval inspcetions by the agency. Su we would
expect at any time thereafter to receive final comments from the FDA. 1 might
add that our studies, which are very tedious and require using independent
lahoratories which we’ve had in New Mexieo and in Pennsylvania, wc have nol
uncovered any information which was be deleterious to an approval of the
product.

Interviewer: In one of the recent 10-Q’s we find that in September 2008 you

executed an agreement with Lovelace Respiratory Research Institute in New

Mcxico to perform certain animal toxic studies in support of that new drug

application, and that these studies were requested by the FDA to bc donc in

eollaboration with the resources of your New Brunswick facility. These studies

have been eompleted with summary reports that are presently undergoing auditing

at Lovelace and are expeeted to be completed late 2009 or early 2010. It sounds

like a cheek list that the FDA is going through in order to give you an approval or

a decision on the approval. 1s that accurate?

(Carter]: I think that’s an accurate summary.

72. Defendants’ statements about Hemispherx’s application for FDA approval of
Ampligen as a treatment tor CFS alleged herein were materially false and misleading in that they
misrepresented and concealed the fact that the Company need to submit multiple reports which
were required by the FDA before the agency would act on the NDA, certain of which would take

many additional months to produce, thus resulting in delay of FDA aetion by several months at a

mminimum.
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A. Defendants’ November 2. 2009 Revclations

73. On November 2, 2009, the Company issued a press release entitled “Hemnispherx
Biopharma Updates Chronic Fatigne Syndrome (CFS); Treatment and Commercial Application
Prograins; Targels Completion of All NDA Regulatory Responses and Inittation of Expanded
Clinical Collaborations in CI'S,” which revealed that the FDA had told the Commpany wcll before
May 2009 that numerous additional rcports on numcrous subjects were necessary before the
agency could take action on the NDA, and that thc Company did not expect to finish providing
those reports until November or December 2009. The release stated in part:

The Company also plans to complete all outstanding quertes from the FDA
rcgarding its New Drug Application (NDA) for Ampligen®, an experimental
therapeutic, dnring November and December, 2009. On May 26, 2009, the
Company announced a delay on the Ampligen NDA which, at the time, had a
PDUFA date of May 25, 2009. As noted in the 10-Q) and 10-K filings at the time,
the FDA did not rcquest additional information from the Company at that time.
FHowever, several outstanding NDA items, requiring Hcmispherx responscs,
existed at the timc of the FDA delay as noted in the August 8, 2009, 10-Q filing,.
Between March 9, 2009 and September 15, 2009, thc Comipany issued six (6) new
reports to thc Agency spanning varous subjects including a) elinical safety
assessments, h) specialized pre-clinical toxicology reports, and c¢) abbreviated
chemistry and manufacturing control reports. The Company believes that thesc
reports may fully rctire all Agency querics in these particular areas.

The Company also plans to submit four (4) additional reports on interrelated

topics in Novembcer and December, 2009, which will include pharmacokinetic

analyses in multiple lower animal species (primatcs, rodents, etc.} (“the Lovelace

Laboratory Studies™) and final validation reports of certain manufacturing

procedures conducted at an indcpendent facility, Hollister-Stier Laboratories in

Spokane, WA.

74, As 4 result of this disclosure, the priee of Hemispherx’s common stock dropped
Irom $1.45 per share on October 30, 2009, to close at $1.33 per share on Novemnber 2, 2009 (an
8.28% decline) on unusually heavy volume of 2,409,294 shares (raded; and deelined further on
November 3, 2009, when it closcd at $1.13 per share (a 15.04% decline), on unusually heavy

volume of 8,739,506 shares traded. These decreases were a result of the disclosnre of the facts
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previously misrepresented and concealed by the Defendants, resulting in the partial dissipation of
the artifieial inflation of the price of the Company’s stock caused hy Defendants’ misleading
statements.

75. On November 3, 2009, TheStreet.com published an article entitled “Heinispherx
Cops to Ampligen FDA Delay,” which stated in part:

Hemispherx Biopharma issued un “update™ to the regulatory status of its chronic
fatiguc syndrome drug Ampligen in which the Company cssentially admits that its
prior public statements were false and misleading.
Monday’s stateinent was likely erafied by Hemispherx's lawyers as a way to help
CEQ Carter wiggle out of public statements he made in May and June claiming
the Ampligen application to the U.S. Food and Drug Administration was to be
complete. Carter insisted regulators weren’t asking for any additional information
on Ampligen.
Carter made these statements both before and immediately after the FDA
approval decision date for Ampligen on May 23, wbich came and went without
any word from the agency. We now know that Carter’s statements were
demonstrably false. The FDA application for Ampligen was not complete
because several items were outstanding, the Company now states. These
included FDA requests for data on Ampligen’s safety both in humans and
animals. The FDA also required additional information about Ampligen’s
manufacturing.

76.  Following the November 2, 2009 announcement, a class action lawsuit was filed
against Defendants, which Defendants told the investing public, in 2 November 16, 2009 press
release, was “without ment.” According to the November 16, 2009 press release, the allegation
in that suit that the FDA had rcquested several reports before the agency could take action on the
Compuny’s Ampligen application was “irrefutably false,” because the form letter reeeived by the
Company accepting the application for review (which is sent before the contents are reviewed)
stated that the applieation was suffieiently complete to permit a substantial review, but did not

explain why the complete review was delayed extensively. According to the November 16, 2009

press release, the Company was not required to disclose the requests for additional data. Further,
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the press release did not disclose that questions had been raised as to whether there was any
credible evidence of efficacy in the applieation, nor did it disclose the fact that the application
would not be approved unless the FDA waived its requirement for usual and eustomary rodent
careinogenicity studies where a drug is to be taken regularly for a ehronic condition for years.

B. Defendants’ December 1, 2009 Revelations

77. Ou Deecember 1, 2009, after the market elosed, the Company issued a press
release disclosing the FDA’s conclusion that the Company’s applieation for Ampligen was not
approvable because, among other things, it did not provide credible evidence of efficacy and
other deficiencies cited by the reviewers. The FDA reached that conclusion because the
Company’s Phase 111 clinical trial did not produce statistically significant results for the intent to
trcat analysis, which the FDA rcquircs. The December [, 2009 press release also disclosed that
the Company had failed to satisfy FDA requirements to perform well-controlled testing for QT
interval cardiac irrcgolarities and that the ncw clinical trial would need to include such testing,
which revealed that Detendant Strayer’s Class Period representations about QT interval testing,
as alleged herein, were materially false¢ and misleading. The press relcase further disclosed the
fact that Defendants conccaled that the NDA had not included the required animal
carcinogenicity studies becausc the Company asked for a waiver of that requirement, which was
denicd. ‘The December 1, 2009 press release stated:

Most notably, the FDA stated that the two primary clinical studies submitted

with the NDA did not provide credible evidence of efficacy of Ampligen(R) and

recommends at least one additional clinical study which shows a convincing

effect and confirms safety in the target population. The FDA indicated that the

additional study should be of sufficient size and suflicient duration (6 months)

and include appropriate monitoring to rule out the generation of autoimmune

disease. In addition, patients in the study should be on more than one dose

regimen, including at least 300 patients on dose regimens intended for marketing,.

Finally, the additional study must incorporate both a well-controlled QT
interval study and pharmacokinetic evaluations.
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Other items required hy the FDA include certain aspects of Non-Clinical safcty
assessment, and DProduct Quality, in the Non-Clinical area, the FDA is
recommending that the Company complete rodent carcinogenicity studies in
two species  As part of the NDA submission, the Company had requested that
these studies be waived, but the waiver has not been granted. Certain additional
non-clinical studies and additional data to support non-clinical studics already
submitted with the NDA are also reconmunended by the FDA. Prior to the receipt
of the Complete Response letter, the Company had already begun many of these
additional studies and the collection of the requested additional data.

Under the Product Quality section of thc Complete Response letter, the FDA
recommends that thc Company submit additional data and complete vanous
analytieal procedures. The collection of these data and the completion of these
procedures is already part of the Company’s ongoing Quality Control, Quality
Assurance program for Ampligen(R) manufacturing under cGMP (current Good
Mannfacturing Practice Guidelines) and the manufacluring enhanccinent program
reeently undertaken by the Comnpany and announced in a news release on
September 16, 2009.

Finally, the FDA commented on Ampligen{R) manufaeturing noting the nced to
resolve outstanding inspection issues at the facilities producing Ampligen(R).
These include the Company facility located in New Brunswick, NJ and one of the
Company’s third party manufacturing facilities (Hollister-Stier Laboratories).
The Company has been working to resolve these issues.

At this timc the Company’s management has not determined the impact ol the
additional recommendations set forth in the Complctc Response letter on the
timelines and overall cost of the Ampligen{(R) program, hut the Company’s
management has made response to the issues and satisfaction of any additional

requirements a top priority. The Company will seek to meet with the FDA 1o

clarify any issues identified in the Complete Response letter and to work with the

FDA to identify the most expeditious path to satisfaetion of the regnirements for

approval of the Ampligen(R) NDA.

78.  As aresult of the foregoing disclosures in the December 1, 2009 press release, the
priece of Hemispherx stock fell an additional $0.49 per share, from a closing price of $1.20 per
share on Decemher 1, 2009, to close at $0.71 per share on December 2, 2009 (a 40.83% decline),
on extraordinary volume of 26,168,813 shares traded; and declined further on December 3, 2009,
when it closed at $0.68 per share {a 4.23% decline), on unusually heavy volume of 7,510,378

shares traded.
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79. The revelation of Defendants” misrepresentations including that the results of the
Phase 11l clinical trial for intent to treat analysis were statistically significant and
misrepresentations about Q1" interval testing, as alleged herein, were a substantial cause of the
decline in the stock price.

R0. A December 2, 2009 article in TheStreet.com described the FIDA action and its
dire consequences for Hemispherx as follows:

Hemispherx BioPharma ... said late Tuesday night that the Food and Drug
Administration refused to approve the experimental drug Ampligen for use in
patients with chroric fatiguc syndrome.

The regulatory ageney’s rejection of Ampligen is a staggering hlow to
Hemispherx, which has pursued the drug’s development in a dizzying armay of
diseases for more than 20 years with no suceess.

Hemispherx shares plunged 43% 1o 68 cents in carly Wednesday trading.

The FDA’s complete response letter to Hemispherx — summarized in the
company’s Tuesday night press release — essentially instructs Hemispherx to
start Ampligen’s clinical trial program from scratch,

The agency’s medical reviewers concluded that the two clinical studies of
Ampligen submitted by Hemispherx “did not provide credible evidence of
efficacy,” according to the company.

In order to recousider Ampligen for revicw, the FDA instructed Hemispherx to
conduet at least one additional clinical study in chronic fatigue syndrome. The
study needs to test different doses of Ampligen for a minimum of six months,
including at least 300 patients on Ampligen dose regimens intended for
marketing, according to Hemispherx's summation of thc FDA’s etter.

Hemispherx could find mecting the FDA’s demand exeecdingly difficult and
expensive. If the FDA requires 300 patients treated with Ampligen in a new
pivotal study, for example, Hemispherx would probably have to enroll 450 total
patients at a minimurmn (assuming two patients treated with Ampligen for every
one palient treated with a plaeebo to ael as a control.)

But the FDA is asking for even more from Hemispherx, including tests of
Ampligen in rodents to rule ous the risk of cancer and a safety study in humans
to ensure that Ampligen doesn’t cause dangerous changes to a patient’s heart
rhythm,

35



Case 2:09-cv-05262-PD Document 28 Filed 03/01/10 Page 39 of 70

Ampligen’s manufacturing problems, previously flagged by FDA inspectots, also
rcmain unrcsolved, the company said Tuesday.

VII. FACTS WHICH GIVE RISE TO A COGENT INFERENCE OF SCIENTER

81.  The following facts provide support for the strong inference of Defendants’
scicnter:

82.  During the Class Period, Defendants had both the motive and opportunity to
conduct fraud. They had inotive to deccive to permit the Company to scll more than $61.8
million of its securities to raise badly needed funds. They also knew what the Company had
submitted to the FDA and had knowledge of the misleading nature of the statements they made
or acted in reckless disregard of the true information known to them at the time. In so doing,
Defendants participated in a scheme to defraud and committed acts and practices and
participated in a course of husiness that operated as a fraud or deceit on purchasers of
Hemispherx common stock during the Class Period.

A. Defendants Were Motivated to Commit Fraud in Order to Sell More Than
$61.8 Milliou of Artificially Inflated Sccuritics During the Class Perlod

1. Defendant Carter Entered into a Standby Financing Agreement that
Obligated Ilim to Personally Finance the Company’s Operations if

Hemispherx Was Unable to Obtain Other Financing

83.  Defendant Carter was highly motivated to commit fraud so that the Company

could raise money through Class Period securities offerings because, in Fehruary 2009, he
entered into a Standby Financing Agreement with Hemispherx in which he agreed personally to
loan the Company up to $1,000,000 to maintain the Company’s opcrations if the Company was
unable 1o obtain other financing in 2009 through securities offerings or other outside financing
agreements. Thus, Defendant Carter’s obligations under the Standby Financing Agreement gave

him a strong motive to make false statements concerning positive short-term prospeets for FDA
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approval of the Ampligen NDA so that Hemispherx could successfully raise money from

securities offerings, which allowed him to avoid having to finance personally the Company’s

operations,
2. Defendants Were Motivated to Artilicially Inflate the Price of
Hemispherx Stock to Profit from Class Period Securities Otlerings
84. Defendants were highly motivated to commit the fraud alleged herein in order to

artificially boost the prices of Hemispherx common stock during the Class Period in order to

profit Irom the following Class Period securities offerings, in which thc offering prices of

Hemispherx securities were based on the prevailing artificially inflated market prices of the
Company’s shares at the time of sales:

a. On May 8, 2009, the Company entcred into an agreement with Rodman &

Renshaw, LLC as placcinent agent, relating to a proposed offering of the

Company’s securitics. Therealter, on May 10, 2009, the Company entered into

Securities Purchasc Agrcemenls with two institutional investors. Pursuant to the

Securities Purchase Agreements, the Company issued ta these investors in the

aggregate: (a) 13,636,363 shares of Company common stock at $1.10 per share in

exchange for $15 million cash; (b) Scrics | warrants to purchase an additional

6,136,363 shares of Company common stock at an cxcreisc price of $1.65 per

share; and (c) Serics 11 warrants to purchase up to 3,000,000 shares of Company

common stock at an exercise price of $1.10 per share. The Series | warrants can

be exercised at any time on or after the six month anniversary of the May 18,

2009 closing date of the offering and for a five year period thereafter. The Scrics

[T warrants could be exercised at any tim¢ on or alter the May 18, 2009 date of

delivery of the Series LI warrants and for & periad of 45 days thercafier. As of
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C.

September 30, 2009, all Series II warrants were exercised and none of the Seres [
warrants were yet eligible for exercise.

On May 18, 2009, the Company entered into Securities Purchase Agreements
with two institutional investors. Pursuant to the Securities Purchase Agreements,
the Company issued to these investors in the aggregate: (a) 11,906,976 shares of
Company common stock at $1.34375 per sharc in exchange for $16 million cash;
and (b) warrants to purchase an additional 4,167,440 shares of common stock at
an exercise price $1.31 per share. The warrants can he exercised at any time on or
after their May 21, 2009 date of issuance and for a five year period thereafter. As
of September 30, 2009, 1,895,000 of these warrants had heen exercised.

As a result of the May 8, 2009 and May 18, 2009 Securities Purchase
Agreements, Defendants raised in the aggregate approximately 333,712,000 for
the Company, net of all related offering costs, including the fair value of
warrants issued.

On July 2, 2008, the Company entered into a $30 million Common Stock
Purchase Agreement (the “Purchase Agreement”) with Fusion Capital Fund I,
LLC (“Fusion Capital™), an Illinois limited liahility company. Concurrently with
entering into the Purchase Agreement, the Company entered into a registration
rights agreement with Fusion Capital. Under the registration rights agrcement,
Hemispherx filed a registration statemment related to the transaction with the SEC
covering the shares that had been issucd or may be issued to Fuston Capital under
the common stock purchase agrecment. That registration statement was declared

effective by the SEC on August 12, 2008. As reported in the registration
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staternent related to the transaction, Homisplicrx had the right over a 25 month
period beginning August 2008 to scll its sharcs of common stoek to Fusion
Capital from time to time, in amounts between $120,000 and $1 million,
depending on certain conditions as set forth in the agreement, up to a maximum of
$30 million. The purchase price of the shares related to the 330.0 million of
Suture funding was based on the prevailing market prices of the Company’s
shares at the time of sales as computed under the Purchase Agreement without
any fixed discount, and the Company had control of the timing and amount of
any sales of shares to Fusion Capital. However, Fusion Cuapital could not
purchase any shares of Hemispherx common stock pursuant to the Purchase
Agreement if the price of Hemispherx common stock had three trading days
with an average value below $0.40 over the prior twelve trading days. As of
September 1, 2009, Fusion Capital had purehased the maximum number of shares
that werg registered under the Registration Statement, an aggregate of 20,000,000
shares and received 1,259,086 commitment shares. As a result of the July 2,
2008 Commaon Stock Purchase Agreement, Defendants raised $28,111,695 for
the Company.

85.  Defendants also were motivated to complete these securities offerings and raise
more than $61.8 million so that they could embark on a grandiose plan to manufacture massive
quantities of Alpheron LDO and Ampligen for investigation and possible clinical trals as flu
vaccine adjuvants, a project that Defendant Carter stoted in the July 22, 2009 eonference call,
would involve investing more than $10 million of the Company’s newly raised capital:

[Carter]: Now, we are — we are targeting in the in our presentation today, we’re
targeting a capacity to produce 25 to 50 million doses per year of the vaceine
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adjuvant Ampligen. And this is based on the work of Dr. Hasegawa, which I'll
highlight again in 2 moment.

We’re also targeting the capacity to make at lcast 100 million doscs of the
Alpheron LDO product on an annualized basts.

In order to do this, we’re making significant investments in infrastructure and in
clinical trials and immediately will be expending more than $10 million to lay --
lay in place an infrastructurc to meel these — these goals.

B. Defendant Carter Tightly Controlled All Hemispherx Communications with
the FDA

86. Defendant Carter’s scienter i1s supportcd by a statcment from a fornner
Hemispherx employee, who confirms that all of the Company’s communications with the FDA
went through Defendant Carter. Specifically, a former Hemispherx employee who worked at the
Company’s headquarters from 1999 through the end of 2008 and worked closely with Detendant
Cartcr in an administrative capacity states: “That Dr. Carter tightly controlled the
communication channel between Hemispherx and the FDA was an understatement,
Everything went through him or not at all.” This former employee also said, “Dr. Carter did
not want any of the information that was going back and forth to the FDA regarding
Ampligen to get owt into public knowledge until he wanted it to get out.” As a result,
Defendant Carter had actual knowledge of the FDA’s requests for additional rcports during the
Class Period and the reasons for the delays of the PDUFA date, among other things.

C. The Company Admits in its SEC Filings That Defendant Carter Was
Knowledgeable Abgut the Company's Clinical Trials

87. Under risk factors, Hemispherx's Class Period SEC filings single out as the
Company’s key man Defendant Carter, the co-inventor of Ampligen, because of “his knawledge
of [the Company’s] overall activities, including ... clinical trals,” stating:

The loss of services of key personnel including Dr. William A. Carter could hurt
our chances for success.

40



Case 2:09-cv-05262-PD Document 28 Filed 03/01/10 Page 44 of 70

Our success is dependent on the continued efforts of our staff, especially certain
doctors and researchers along with the continued efforts of Dr. William A. Carter
because ol his position as a pioneer in the field of nuclcic aeid drugs, his being
the co-inventor of Ampligen®, and his knowledge of our overall activities,
including patents and clinical trials. The loss of the services of personnel key to
our operations or Dr. Carter could have a material adverse effect on our
operations and chances for success. As a cash conservation measure, we have
cleeted to discontinue the Koy Man life insurance in the amount of $2,000,000 on
the life of Dr. Carter until we receive regulatory clearance for Ampligen®. An
employment agreement continues 1o exist with Dr, Carter that, as amended, runs
until Deccember 31, 2010. However, Dr. Carter has the right to terminate his
employment upon not less than 30 days prior written notice. The loss of Dr,
Carter or other personnel or the failure to recruit additional personnel as needed
could have a materially adverse effect on our ability to achieve our ohjectives.

Hemispherx Forin 10-Q) filed with the SEC on November 9, 2009.

D.

K8,

Defendants Knew That Carcinogenicity Studies and a_ Third Clinical Trial

Were Needed to Prove Safety and Efficacy, But Represented Publicly That

They Were Not Needed to Obtain FDA Approval

During an investor conference call an December 3, 2009, Defendant Carter

admitted that the FDA’s request for an additional third clinical trial was not unexpected because

the FDA had required a similar study in the casc of Pfizer's Lyrica, a drug for Fibromyalgia (a

disease with significant overlap with CI'S). Specifically, Defendant Carter stated:

Now a bit about the history of Chronic Fatigue Syndrome and a related disease,
which is called fibromyalgia syndrome, FMS. These are two sister diseases,
which have about a 20% overlap. By that I mean, you can meet the diagnostic
criteria for either disease with the same symptoms in about 20% of the patients.

You may remember that the pioncering company in libromyalgia has been Pfizer
in a product called Lyrica. A couple of years ago, notwithstanding the fact that
they had two well-controlled studics, Pfizer was requested by the agency us a
preapproval requirement to conduct a third study. You can confirm this hy
looking in the package insert.

In the instance of Lyrica m fibromyalgia they were able to nse the treatment IND
patients and basically wean them off-drug and look at the response pattern. Se
there are significant historical analogies here between the fibromyalgia
successes and what we believe may be the successes with Chronic Fatigue
Syndrome.
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A third trial iy not unexpected in a situation where you're dealing with a large
disease category, in this case these diseaves may have ay many as 4 million
subjects, And of course there are no — there were no drugs on the market for

Jibromyalgia until Lyrica, and in the case of Chronic Fatigue Syndrome,

obviously there are no other drugs on the market, and indccd Ampligen is the only

product, which has the emergency treatment IND provision.

89.  Infact, Defendant Carter had recognized the similarities between the Lyrica NDA
and Hemispherx’s Ampligen NDA at least as early as April 2008, and thus, knew of or recklessly
disregarded that a third climcal trial, like the one required for Lyrica, would he needed for
Ampligen, but Defendants filed the Ampligen NDA without performing this trial. [n fact,
Delendant Carter represented that additional studies would not he needed to ohtain FIDA
approval.

90.  Specifically, mn an April 9, 2008 conference call, Defendant Carter stated: “[W]e
do not believe any additional studies will be needed to complete the NDA filing status
presumptively to go forward with a total application and receive a favorable revicw.” Also
during this conference call, Defendant Carter highlightcd the similarities belween the Ampligen
NDA and Pfizer’s successful application for Lyrica, a drug for Fibromyalgia, stating:

[ think part of the wind in our sail in this area is the fact that the fibromyalgia

launch of Pfizer in July 2007 — that is the sister disease of chronic fatiguc ~ sccms

to be going tremendously well and is based on the marking advertising for Lyrica.

And you will remembher that in the early days of fibromyalgia much likc Chronic

Fatiguc Syndrome, there was a lot of skepticism about the seriousness of the

(inaudible), the success of Lyriea is dcfinitcly retiring (inaudible) arcas of

concern.

9l. In the Deeember 3, 2009 eonference call, Defendant Carter said that he belicved
that the third clinical trial would procced quickly and admitted that, at the time Hemispherx
received the FDA’s Complete Review Letter in December 2009, the Company had already

engaged clinical review organizations (*CRO”) to facilitate enrollment of patients for the third

clinical trial prior to receiving the FDA’s complete review letter,
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92.  Defendants’ decision to engage CROs prior to receiving the Complete Review
Letter provides further support for a strong inference of Delendanl Carter’s scicnter or actual
knowledge that the FDA would reject the Ampligen NDA and require a third clinieal trial, as
there would be no reason to do so unless he reasonably expected that the NDA would be rejected
for failing to prove efficacy and that a new clinical trial would be needed to do so.

93, Defendants knew that Hemispherx needed to perform carcinogenicity studies
because the Company had requested a waiver from such studies, which was deuied.
Nonetheless, in May and June 2009, Defendant Carter made statements that the Ampligen NDA
was complete. He made these statements before and after the May 2009 PDUFA date, which
came and went without FDA action. As reported on November 3, 2009 by TheStreet.com: “We
now know that Carter’s statements were demonstrably false. The FDA application for
Ampligen was not complete because scveral items were outstanding, the Company now
states, These included FDA requests for data on Ampligen’s safety both in humans and
animals. The FDA also required additional information about Ampligen’s
manufacturing.”

94, Defendant Carter’s public statements helped to boost the price of Hemispherx’s
common stock and also helped when the Company offered for sale more than $61.8 million of its
securities during the Class Period. Hemispherx’s stock traded for around 50 cents for most of
the first half of 2009, but zoomed to a high of $1.93 on May (8, 2009 on Company-induced
mania that FDA approval was soon approaching.

95. The Company had requested a waiver of carcinogenicity studies and did not do a
third clinical trial (which they later admitted was needed to secure FDA upproval) despitc

Defendants” knowledge that the FDA had required such triats in the case of similar applications.
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Before filing the Ampligen NDA in October 2007 (as amended in April 2008), Defendants did
not do a third clinical trial becausc Hemnispherx was rapidly burning through its dwindling cash
reserves and could not conceivably afford to do these studies.

96. Instead, Defendants first filed the Ampligen NDA so that they could hype its
prospects for the near-term approval of Ampligen when they went to raisc inoney by offering for
sale more than $6!1.8 million of the Company’s securities during the Class Period. Indeed,
having raised this money through thc Class Period securities offerings, Detendant Carter
declared at the December 3, 2009 conferenee call that “the Company has ... the financial
strength to execute these sindies on a timely basis.” Hemispherx would not have had the
financial ability to conduct new clinical trials but for the Class Period securities offerings, as the
Company reported cash and cash equivalents of only $6.1 million as of December 31, 2008
(before the offerings), but at the end of the third quarter of 2009 (Septemher 31, 2009), the
Company reported cash and cash equivelents of more than $61 million. This cash was not
generated from the Company’s opcrations, as the Company reported total revenue of only
$25,000 for the third quarter of 2009, which was a typical quarter for Hemispherx.

E. Defendants’ Extensive and Frequent Investor Conference Call Discussions

Concerning the Anipligen NDA Further Support a Strong Infercnee of Their
Scienter

97. Defendant Carter’s exlensive and detailed discussions concerning the Ampligen
NDA during Hemispherx’s investor conference calls, both hefore and during the Class Period,
provide further support for a strong inference ot his scicnter. Indeed, Defendant Carter’s and
Strayer’s discussions coneerning the Ampligen NDA dominated the conference calls and
demonstrate that Ampligen was Hemispherx’s core product and that FDA approval of this drug

lor treatment of CKS was vital to the Company’s fulure financial results and its viability.
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98.  For example, during the Deccmber 19, 2007 conference call, Defendant Carter
emphasized Hemispherx’s interest in obtaining FDA approval for Ainpligen hy noting that the
royalty intcrest alone for the Pfizer drug Lyrica (which is used to treal fibromyalgia, a sister
disorder to CFS) had reeently been sold for $700 million. Defendant Carter stated that:

So we vontinue to believe that not only is this a large, and ohviously underserved

markct — cspccially the ehronic fatigue syndrome pieee — but that it also holds

great economic benefit to the entity or enlities which ultimately are able to launch

products into this space. And of course as you know at this time, Hemishperx is

the only company that has a treatment IND; it’s the only company that has done

Phase III studies, et cetera ... it looks like a hountiful harvest for the company

who ultimately succeeds. ..

99. During the April 9, 2008 conference call, Defendant Carter notcd that, in
anticipation of an FDA responsc concerning the Ampligen NDA, the Company was “looking for
more further peer reviewcd articles as well and potentially link strategic partnerships in the
chronic fatigue space,” and stated that ““|r]ecognizing that these are big enchiladas, this is 8 major
area where the Company has to choosc its partnerships very carefully...”

100. In addition, during the July 17, 2008 conference call, Defendant Carter stated that
it was “estimated that the total number of patients who have [ ] [fibromyalgia and/or CFS} is
about 10 million patients — 10 million people” and that “[tJhe important thing to remember from
the pownt of view of a Hemispherx investor is that the key differentiating product in this whole
space right now is Ampligen ... [b]ccause it is the only product that has advanced clinical data
showing that the constellation of symptoms which primarily includes fatigue, but also include
coghitive dysfunction, sleep distorters, headaches, etc., ctc., sore throat ... appear lo be treated
by [Algra] based on the peer review to articles and the wecll-controlled studies.” Defendant

Carter also noted during this confercnce cali that fibromyalgia drugs Lyrica and Cymbalta (made

by Lilly} were projected to gencrate annual revenues of $2.4 billion and $2 billion respectively.
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101. In addition, during the July 17, 2008 conference cull, onc of the Company’s
[oundcrs asked how long it takes “[f]or an old-timer to come of age,” to which Defendant Carter
responded:

You are one of the original founders of this Company. Onc of the original

shareholders and I would just say it has been a long road and it's been 20, 20-

somcthing year road. During this time a lot of money has heen spent not only by

us, hut by the competilion.

I think that where it is all going to come down here, Fred, is that the structure of

this drug — and I'm tatking now solely about the Ampligen part — the structure of

this drug is unique and we knew many years ago did the initial licensing from

Johns Hopkins University, when you and [Juoe Hanson] came over there from

Rockville, 1 think that was a very eritieal point in history.

Bcecause although there have been many efforts especially recently to ry to mimic

the unique structure of that drug, none this far have been successful. 1 think tbat's

what pets — what 1s going to get us over the final hurdle here, is the safcty

combined with be advocacy and that i1s what you and Joc Hanson realized [ think

years ago when you came over to Hopkins to talk to the licensing department ... |

think we are looking at some good tiines ahead.

102.  Defendant Carter further acknowledged the significance of Ampligen to
Hemispherx during thc March 19, 2009, conference call by noting that the Company was
preparing to reinstatc commercial sales of its product Alferon N, “which were basically put on
hold not only for cconomic reasons but because ol staff had to he redeployed for this major
undertaking in the Ampligen New Drug Application.” In addition, Defendant Carter cxplained
that it was crucial for data showing the effectiveness of Ampligen to he accepted by the FDA.
physicians, and reimbursement specialists because “a drug in [its] class would certainly have the
potential to be a $1 billion product assuming it was accepted in the marketplace ...”

103.  Similarly, a strong inference of Defendant Strayer’s scienter is supported by his

role as Hemispherx’s Medical Dircetor, in which he was responsible for and had control over the

particular activities that were falscly reported to investors during the Class Period — the clinical
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trials of Ampligen and the NDA. Moreover, as alleged hercin, at medical conferences Defendant
Strayer served as thc Company’s spokesperson about the Ampligen clinical trials and NDA and
during investor conferenee calls he reguiarly reported to the public about the clinical trials and
the status of the Ampligen NDA.

F. Defendants Were Motivated to Commit Fraud in Order to Reward
Themselves with Lucrative Bonus Compensation

104. Defendants Carter and Strayer were also strongly tnotivated to misrepresenl
Hemispherx’s prospeets tor approval of the Ampligen NDA because of the potential to reeeive
cnormous incentive-based cash bonuscs and stock-based awards. Specilically, as detailed in a
report on Form 8-K filed with thc SEC on May 27, 2009 and a Company press release issued the
same day, Defendant Carter caused himself to be awarded $300,000 and Dcfendant Strayer to be
awarded $150,000 for getting the NDA filed (notwithstanding the deficiencics in the design of its
Phase III clinical trial and the Company’s futile attempts to obtain a waiver of nccessary satety
testing, including a carcinogenieity study and a well-controlled QT interval study), and for
raising desperately needed cash by lying to investors about the prospects for approval of
Ampligen, stating:

[O]n May 20, 2009, our Board of Directors awarded bonuses to the following

cxeculives in relation to 2008 corporatc goals and objectives: W.A. Carter, M.D.,

CEO and Chairman of the Board, was awarded $300,000 znd Dr. David Strayer,

Chief Medical Officer, was awarded $150,000.

The Compensation Committce and Board of Directors reviewced corporate goals

established in March 2008 and determined that significant progress has becn

made in terms of 1) preparation and filing the Ampligen® NDA with the

Federal Drug Administration; and 2) with the rceecipt of recent funding for

operating activities, funds previously rescrved for operating activitics could be

used to pay 2008 bonus.

105. Despite the spectacular failurc of the Anipligen NDA and the cmbarrassment of

being called out by the financial press for lying to the investing public about the rcasons for the
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delays of the PDUFA date, on or about Fehruary 10, 2010 Defendant Carter, acting in his role as
Chairman of the Board of Dircctors, saw fit to siphon off a portion of the cash raised in the
Company’s Class Period securities oflcrings in order to pay himself and his acolytes lucrative
year-end bonuses. Specifically, the Company’s Fcbruary 10, 2010 press rclease revealed that
Defendant Carter caused himsclf to be granted the largest bonus of $182,772 and Defendant
Strayer received received the second largest of $44,306. The February 10, 2010 press rclease
stated:

The Campensation Committee and Board of Directors reviewed the individual

achievements of ecach bonus eligible individual, along with their contribution

towards meeting corporate goals cstablished in May 2009, and determined that

bonuses were justifiablc based on significant progress made in terms of’

i. Attainment of favorable FDA response (o utilizc a subcontractor tor the
manufacture of Ampligen®;

2. Continued development and study of Ampligen® as an adjuvant
potentially enhancing the effectiveness of vaccines against microbial
infection;

3. Success in the protection of Company intellectual property;

4, Continued development of Alferon® LDQO; and

S. Maintaining the overall {inaneial strength of the Company and operations

consistent with the Board approved budget.

As a result of their review, the Compensation Cominittee has recommended and
Board of Directors approved the award of bonus to Dr. William Carter, Chairman
& CEO (3182,772), Charles Bcernhardt, CFO & Chief Accounting Officer
($44,000), Dr. David Strayer, Medical Director ($44,306) and Wayne Springate,
V.P. of Operations {$33,000) and ccrtain others.

G. A Strong Inference of Defendants’ Scienter Is Further Supported by the
FDA’s Post-Submission Guidelines for Communications with Applicants,

Through Which Defendants Learned of or Recklessly Disregarded the
Reasons for the Delays of th¢ PDUFA Date and Deficiencics in the NDA

106.  While Defendants’ Class Period statements depict the FDA as being silent

conceming its ongoing review of the NDA during the Class Period and, in particular, not seeking
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additional information concerning Ampligen (asscrtions Defendants eventually admitted were
false in the November 2, 2009 press release), FDA publications concerning post-submission
procedures paint an extremely different picture of thc agency than Defendants. Specifically,
FDA guidelines on “good review management principles and practices™ (“GRMPs™) promote
engaging “‘applicants in produetive communications during product development (the
investigational ncw drug application (IND) phase} and marketing application review.” FDA,
Ceater for Drug Evaluation and Research, Guidance for Review Staff and Industry Good Review
Management Principles and Praclices for PDUFA Products, at 2 (Aprl 2005). Indeed, the
“GRMPs outline the FDA’s procedurcs and ohjectives for communicating with applicants [like
Hemispherx] duning each phase of the review cycle,” including the post-NDA submission phase.
Id. One of the goals of thesc procedures is o prevent applicants from being surprised by the
results of thc agency’s review ol an NDA and to provide “elarity of the FDA’s findings,
expectations and bases for dectsions...,” through “[clommunications during the ongoing review,
within CDER and CBER or with exlernal groups sueh as the applicant or advisory
committees....” Id. at 3. Another goal of the GRMPs is “transparency,” which “ensures that
review staff and applicants are kept informed of how the review is progressing.” 7d. at 4. The
GRMPs also state: “Applicants may receive additional informatton requests as a result of
ongoing rcviews and are encouraged to respond promptly and completely to sueh requests.” /d.
at 16.

107. The FDA’s GRMPs also require “[e]ffective and timely communicatior between
the FDA and applicants,” particularly with respect to deficiencies 1n the NDA that may affect
approval. Specifically, the GRMPs state:

For applicants found to have significant deficiencies that may affect approval, the
revicw team should obtain appropriate input for the signatory authonty and
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communicate the deficiencies promptly to the applicant. Timely notification of

correetable deficiencies allows the applicant to begin corrective actions,

maximizes the chances for a first cycle approval, and shortens the overall time

to approval when one or morc review cycles are necessary. Timely notification of

significant and potentially uncorrectable deficiencies in the marketing application

may also influence product developmcent decisions.

Id at7.

108. Moreover, the FDA’s ‘“user fee goals include mechanisms to improve
communications about potential deliciencies during the review cycle. For example, the Goals
Lctter (2002) states that it is the intention of CDER and CBER to notity a sponsor of deficiencies
in an application when each disciplinc has finished its initial review of its section of the pending
application. In addition, the Goals Lelter states that the review division and the safcty group
assigned to the revicw of a particular application will try to communicate their comments on a
proposed risk managemcnt tool and plan, as well as on protocols for observational studies, as
early in the review proccss as possible.” 73 Fed. Reg. 39594 (July 10, 2008).

109. FDA regulations also take into account the extent of dcficiencies in an NDA,
FDA regulations classify deficiencics as “minor™ if they can be corrected by, for example,
making labeling changes. FDA regulations classify deficiencies as “major” il (as in the instant
case) they can only be corrected by conducting new clinieal trials.

110. Thus, based on GRMPs and other FDA rcgulations, Defendants would have been
alerted to the major deficiencies in the Ampligen NDA long before they received the FDA’s
complete review letter. In fact, the Defendants’ admission in the November 2, 2009 press release
that Hemispherx had submitted numerous reports to the FDA during the Class Period and was

continuing to provide further reports on several topics further supports the strong inference that,

in this case, the staff of the FDA was following GRMPs and had communicated to Defendants
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that the staff had found deficiencies that would be fatal to first cycle approval of the Ampligen
NDA.,

111.  While Defendants falsely attributed delays in the PDUFA datc to FDA staffing
problems and other administrative issues, the GRMPs indicate that the FDA “[s]taff should
communicate any significant changes in the revicw timeline to the applicanl.” Guidance for
Review Staff and Industry GRMPs, at 6. Moreover, the GRMPs specify that changes in the
review timelinc “can stem from ... requests for additional data or analyscs from the applicant,”
as was the case with the Ampligen NDA. Id. Thus, under GRMPs, Defendants would have hecn
well-informed by FDA staff as to the rcasons for the delays in the PDUFA date and could not
have reasonably believed that the delays were duc to FDA staffing issues or some other
bureaucratic logjam, as they reported to the investing public.

H. Defcndant Carter's False Expianations of the Delay Further Support a
Strong Infercnce of His Scienter

112.  When asked at an inveslors’ conference in September 2009 about the reason for
the delay in FDA action,.Defendant Carter said “1 don’t know. ['m not sure. Perhaps it’s
because the Commissioner’s hushand worked for a hedge fund [which owned Hemispherx
sharcs].” As the Complete Review letter showed and as Defendant Carter admitted at the end of
the Class Period, the reasons for the FDA’s delay related to the multiple deficieneies in
Hemispherx’s NDA., Moreover, when Defendant Catter made this extraordinary assertion (as it
strains credulity to suggest that an FDA Commissioner would play any role in making dccisions
about action on an individual NDA), he kncw that he had asked for a waiver of carcinogenicity
studies (which are normally required) and he cxpected that the FDA would require a third
clinical trial as it had in the case of similar applieations involving Phzer's drug Lyrica

(Pregavalin} for trcatment of Fibromyalgia (a condition thal has signifieant overlap with CFS).
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I A Strong Infercnce of Scienter Is Further Supported by Defendants’ Iistory
of FDA Reprimands for Making False Statements Ahout Ampligen

113.  On at least two occasions, the FDA has reprimanded Defendants, and in particular
Dcfendant Carter, for improperly inaking statements promoting Ampligen as a safe and effective
drug for treatment of CFS prior to recciving marketing approval from the FDA. Spccificaity, in
an October 15, 1998 letter addressed to Defendant Carter, the FDA stated that Hemispherx had
violated the Food, Drug, and Cosmetic Act and applicable regulations by making claims of
safety and efficacy for the purpose for which it was under investigation, stating:

‘This letter concems matenials released by Hemispherx Biopharma, Inc.
{Hemispherx) regarding its drug Ampligen, which currently has investigational
new drug status with the Food and Drug Administration. As part of its
monttoring program, the Division of Drug Marketing, Advertising and
Communieations (DDMAC) bas reviewed the Hemispherx Products Page on the
Hemispherx wcbsite, a press release issucd by Hemispherx on September 21,
1998, and a Ilemispherx Biopharma teleconfercnce recorded on September 23,
1998.

After reviewing these materials, DDMAC has determined that Hemispherx is
promoting Ampligen as a safe and elfective drug prior to its approval for
marketing. Promoting drugs prior to their approval violates the Food, Drug,
and Cosmetic Act, and reglations promulgated thereunder.

The regulations at 21 C.F.R. 312.7, spccifieally state that a “sponsor, investigator,
or any person acting on behalf of a sponsor or investigator, shall not represent in a
promotional context that an investigational new drug is safe or eftective for the
purpose for which it is under investigation or otherwisc promote the drug.” The
intent of the regulation is not to inhibit the exchange of scientific findings, but to
prevent disseminatioin of promotional claims of safety or efficacy of an
investigational drug, and to “preclude commercialization of the drug before it 18
approved for commercial distribution.”

Hemispherx has made the following promotional cloims about Ampligen as
DDMAC has outlined below (niot all inclusive):

Hemispherx Products Page on Wehsite
» Chronic Fatigue and Immune Dysfunction Syndrome (CFIDS)
“Ampligen . . . has shown cfficacy and safety in a completed Phase 11
study; recent clinical ftrials in Belgium havc shown an 80% complete
recovery in CFS patients.”
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Press Releasle issued by Hemispherx on September 21, 1998; Hemispherx
Bicpharma, Ine.: CFS Advocacy Group Says Ampligen Works and is Needed
Immediately!!

» “ .. Ampligen 1s an cspecially safe drug.”

» “Thc disease has gone down a rocky path, and then after somne 15 years of
futile research as to the eause of the illness or a eure, a drug emerges that
has shown tremendous promise. Life is now meaningful, beeause a
debilitated person who cannot elimb a flight of stairs is now able to climb
unassisted, A person who cannot risc from a toilet before therapy is able
to stand, walk, and perform houschold chores. Life that was spent in bed,
resting and looking at the ceiling, is now spent cherishing moments of
opportunity in a lifetime ahead of fulfilling personal goals, all due to the
intervention of Ampligen thcrapy.”

s “In short, the defective immune systems of many CFS paticnts have heen
repaired by Ampligen.”

» ... people who have made major sacrifices 1n finding the money to be on
this life-saving, life-reclaiming drug.”

Hemispherx Biopharma_Teleconference (recorded September 23, 1998)
e Ampligen provides “statistical improvemcnt in physical performance,
mental skills, etc., and in the constcllation of activities we call medically,
the quality of life.”

* * *

s Ampligen is the only effective, promising treatment for Chronic Fatigue
Syndrome.

* £ 0x

Hemispherx should immediately discontinue the dissemination of materials
that make claims of safety or efficacy for Ampligen....

114.  Despite this strong reprimand hy the FDA, Decfendants continued to publicly
make claims about the purported safcty and efficacy of Ampligen and, as a result, on July 7,
2000, the FDA issued anotber letter addrcssed to Defendant Carter in which the FDA again
reprimanded Dcfendants for continuing to make similar c¢laims in violation of federal law,
stating:

We previpusly issued ar untitled Ictter, dated October 15, 1998, to Hemispherx

for promoting Ampligen as sale or effective whilc the product was under
investigation. In our letter, we informed you that your activities were in violation
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of the Act and applicablc regulations. In your rcsponse, dated October 29, 1998,
you assured us that Hemispherx would discontinue or rcvise all materials
concerning Ampligen to conform with the Act and regulations.

However, notwithstanding your assurances, you eontinue to promote
Ampligen as safe and effective prior to approval in your press releases and
on your lIntermet wcbsite. Such activities constitute promotion of an
investigational new drug as safe or cffective in violation of the Act and its
implementing regulations. In addition, your promotional materials are false
and misleading in that they [ail to disclose facts that are matcrial in lLight of
representations made about Ampligen.

* & %

INTERNET WEBSITE

Although sume of the materials referenced beiow were originally issued by third
partics, this letter does not concern the third parties or their original
communications.

Your website, www hemispherx.com, contained a dircet link to transcripts of Dr.
Mazlen’s CFS Radio Program, which promote Ampligen as safe and effective.-
For cxample, the linked transeript from Dr. Maxlen’s CFS Radio Program from
Fehruary 28, 1999, presents the following conversation between Dr. Mazlen and
Dr. Paul Cheney:
o First of all, there’s no doubt in my mind as I've seen it in clinical
practice that thiy drug [Ampligen] is bioactive in this syndrome [CFS]...

* L] *

*  The other parallel issue for Ampligen is that it appears that the longer
you take it, if you are responding to it, the better the outcome...

Further, your website is directly linked to a web page containing ancedotal reports
of CFS patients who participated in clinical trials. For example, on the “Other
CFS Links” page on yuur website there is a link entitled, “The ‘Ampligen 511
Panel’ Patients Speak About Their Experiences with Ampligen at the AACFS
Conference.”... These patient testimonials promte Armpligen as safe or effective
prior to approlval. The following statements are examples of patient testimonials:

o .. after 10 years of consistent abnormality, a return to normal ranges
Jor the first time, with Ampligen being the only new variable in my life,
clearly demonstrates the efficacy of this drug

e Unlike IV gamma globulin, Ampligen is not offering me only
symptomatic relief. Iam healing from the inside out.

o There has been a dramatic improvement in my quality of life
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e Call me Lazarus...the only reason I am here and functioning preity well
today is Ampligen. I have absolutely no doubts about its efficacy in the
treatment of my illness

o  No Adverse Effects—And Immediate Benefits to Boot-The Ampligen

Bounce
% #

REQUESTED ACTIONS

Heinispherx should immediately ¢ease dissemination of materials or activities that
contain these and similar claims, representations, and conclusions conceming the
safety or effectiveness of Ampligen In addition, Hemispherx should respond in
writing no later than July 21, 2000 dcseribing its plan to comply. Hemispherx
should also include a list of materials being discontinued, as well as the date of
discontinuaticn.

{Emphasis of italicized portions in original.)

115. Finally, the fact that th¢ FDA was directly communicating with Defendant Carter
in the abovc letters rather than a lower level employee, establishes Delendant Carter’s hands-on
participation in the FDA application process znd contro] over the Company’s cominunications
with the agency.

VIII. PLAINTIFES' LOSS WAS PROXIMATELY CAUSED BY THE BELATED

DISCLOSURE OF PREVIOUSLY MISREPRESENTED AND OMITTED
MATERIAL FACTS

116, The market for Hemispherx common stoek was open, well-dcveloped and
etficient at all relevant limcs. During the Class Period, as dctailed herein, Defendants engaged in
a scheme to deceive the markect and course of conduct that artifieially inflated the pricc of
Hcemispherx common stock and opcrated as a fraud or deceit on Class Period purchasers of
Hemispherx sharcs by failing to disclosc that the FDA delays were due to dcficiencies in the
NDA that Dcfendants had to address before the FDA would take any action on the NDA, and if
the FDA was not satisfied, thc review of the NDA would be further deiayed or the NDA would
not be approved. Instead, Defendants misleadingly told investors that the FDA delays were due

to admitistrative issues and the FDA was not awaiting any information from the Company.
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Further, during the Class Penod, Defendants concealed that the NDA failed to include certain
required studics because the Company had requested a waiver.

117.  As a result of Defendants’ materially false and misleading statements and material
omissions as alleged herein, llemispherx common stock traded at artificially inflatcd prices
during the Class Period, reaching as high as $3.75 per sharc on June 4, 2009.

118. Lead Plaintiff and the Class purchascd or otherwise acquired Hemispherx
common stoek relying upon market information relating to Hemispherx and the integrity of the
market price of’ Hemispherx common stock, thus causing economic loss and the damages
complained of herein when the truth and/or the effects thercof were revealed and the artificial
inflation was removed from the price of Hemispherx common stock.

119.  Defendants’ wrongful conduct, as alleged herein, directly and proximatcly eaused
the cconomic loss suffered by [.ead Plaintiff and the Class.

120. But for Defendants’ misrepresentations and omissions, Lead Plaintiff and the
other members of the Class would not have purchascd Hemispherx common stock at the
artificially inflated prices at which they were purchased.

121.  On November 2, 2009, before trading commenced for the day, the Company
issued a press release entitled “"Hemispherx Biopharma Updates Chrouic Fatigue Syndrome
(CFS); Treatment and Commercial Application Programs; Targets Complction of All NDA
Regulatory Responses and Initiation of Expanded Clinical Collaborations in CFS,” in which the
Company first revealed that before the FDA will take any actiou on the NDA| the Company was
first required to providc the FDA with additional reports on various subjects and the Company
did not expect to finish providing the requested information until December 2009, Further, the

Company revealed that at the time of the announced FDA delay in May 2009, several
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outstanding NDA items required the Company’s response, which is completely contrary to
Defendants’ statements made during the Class Period that the FDA was not awaiting any
information from the Company.

122.  As a direct result of the November 2, 2009 disclosure, the pricc of Hemispherx
common stock plummected from $1.45 per share on Oetober 30, 2009, (o close at $1.33 per share
on November 2, 2009 (an £.28% decline) on unusually heavy volume of 2,409,294 shares traded;
and to decline further on November 3, 2009, when it closed at $1.13 per share (a 15.04%
decline), on unusually heavy volume of 8,739,506 shares traded. Over the two day period
following the November 2, 2009 disclosure, the price of Hemispherx common stock fell a total
of 22.07%. These decrcases were the rcsult of Defendants’ disclosure of facts that had
previously been concealed and caused the price of the Company’s common stock to be
artificially inflated, and this pricc decrease cannot be attributed cither to general market or
industry-wide events.

123.  Indeed, in contrast to the sharp decline in the price of Hemispherx common stock
on Novcimber 2 and 3, 2009, hoth the AMEX Biotech Stock Index (“BTK™) and the NASDAQ
Biotech Stock Index (“NBI”) actually increased in value on November 2, 2009 by 2.92% for
BTK and by 0.52% for NBI, with ¢ven larger incrcasces over the two day period cnding on
November 3, 2009 of 6.48% for B1'K and 2.45% for NBl. Morcover, in its 2008 Form 10-K
Hemispherx compared the performance of its stock prices to the performance of: (a) the Standard
& Poor’s 600 Small Cap Index ("SML"), and (b} an index of four comparable pecr companies
(Avi Biopharma, CytRx Corp., GenVec and Oxigenc). While the SML index feil an
insignificant 0.13% on November 2, 2009, this index increased 1.12% over the two-day period

ending on November 3. 2009. Similarly, while two of four peer group stocks experienced small

57




Case 2:09-cv-05262-PD Document 28 Filed 03/01/10 Page 61 of 70

price declines on Novcimber 2, 2009, these declincs where much smaller than Hemispherx’s
price decline, and this group of comparahle stocks fcll an average of 0.71% on November 2,
2009, but increased an average of 3.57% over the 2 day pcriod ending on November 3, 2009,

124.  On December 1, 2009, after the markets closed, the Comnpany issued a press
release entitled, “Hemispherx Biopharma Receives Complete Response Letter from FDA on
Ampiigen New Drug Application for Chronic Fatiguc Syndrome;, Oullincs Additional
Recominendations,” in which the Company disclosed that the FDA determined that it could not
approve the Company’s NDA application, most importantly bccavse the Company did not
provide credible evidence of efficacy of Ampligen. Indeed, the misrepresentation that the results
of the Company’s Phase III clinical trial for inteat to treat analysis were statistically significant
was a substantial canse of the decline in the stock price. The Company also disclosed that the
FDA provided specific recommendations to the Company to address the outstanding issues,
including completing at least one additional clinical study, submitting additional data,
completing variovs analytical procedures, and resolving outstanding inspection issucs. Finally,
the Company disclosed that its requested waiver of compleling certain required studies had been
denicd. The December 1, 2009 press release also discloscd that the Company had failed to
satisfy FDA requircments to perform well-controlled testing for QT interval irregularities and
that the new clinical trial would need to include such testing, which revealed that Defendant
Strayer’s Class Pcriod representations about QT interval testing, as alleged herein, were
materially false and misicading, which was also a substantial cause of the dccline in the stock
price.

125.  As a direct result of the foregoing disclosures in the December 1, 2009 press

release, the market price of Hemispherx common stock plunged an additicnal $0.49 per share,
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from a closing price of $1.20 per sharc on December 1, 2009 to c¢losc at $0.71 per share on
December 2, 2009 (a 40.83% decline}, on unusually heavy volume of 26,168,813 shares traded;
and declined further on December 3, 2009, when it closcd at $0.68 per share (a 4.23% dectine),
on unusually heavy volume of 7,510,378 shares traded, Over the two day period following the
December 1, 2009 disclosure, the price of Hemispherx cominon stock fell a total of 43.33%.
This decrease was the resull of Defendants’ disclosure of facts that had previously been
concealed and caused the price of the Company’s cominon stock Lo be artificially inflated, and
this price deerease cannot be attributed either to general market or industry-wide events.

126. Indeed, in contrast to the sharp dccline in the price of Hemispherx common stock
on December 2 and 3, 2009, both the BTK index and the NBI index actually increased in value
on December 2, 2009 by 1.19% for BTK and by 0.89% for NBI, and over the two day period
cnding on December 3, 2009, the BTK increased by 0.83% and the NBJ fell slightly by 0.13%.
Similarly, the SML index mcreasced by 1.12% on December 2, 2009 and declinced an insignificant
0.27% over the two-day period ending on December 3, 2009. Moreover, while one of the
common stocks of the four comparable peer companics identified by Hemispherx in its 2008
Form 10-K experienced a relatively much smaller price decline of under 1% on Deccmber 2,
2009, this group of comparablc stocks increased un average of 5.44% on December 2, 2009, and
alzo increased an average of 5.34% over the 2 day period ending on December 3, 2009,

{27.  As the chart below demonstrates, the market reacted swiltly and punishingly to
the November 2, 2009 and December 1, 2009 disclosures, causing Lead Plaintiff and the Class to

suffer economic harm:
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128, As a result, members of the Class who purchascd Iemispherx commen stock
during the Class Period and continued to hold thosc shares after the Class Period corrective
disclosures, have sustained economic injury resulling from the decline(s) in the value of
Hemispherx stock resulting from the revelations on November 2, 2009 and December 1, 2009,
Mcinbers of the Class who purchased Hemispherx common stock during the Class Period, and
sold thusc shares after the end of the Class Period. have sufferced cconomic injury caused by
Defendunts’ misrepresentations and/or omissions during the Class Period that did not fully come
to light until December 1, 2009.

129.  Thus, the damage suffered by Lead Plaintifl and other members of the Class was

a direct and proximate result of Defendants’ fraudulent scheme to artifieially inflate the price of
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Heniispherx common stock, the disclosures of which caused the subsequent signiticant declines
in the valuc of Hemispherx common stock.

130. The {orcgoing allegations dcscribe Lead DPlaintiff’s theory of damages,
demonstrate that Lead Plaintiff’s damages werc caused by the scheme to defraud as alleged
herein, and negate any inference that Lead Plamntiff’s losses were the result of general market

conditions or other factors whoily unrelated to the false and misleading information complained

ol herein.
IX. APPLICABILITY OF PRESUMPTION OF RELAANCE: FRAUD ON THE
MARKET

131.  The presumption of reliancc cstablished by the fraud-on-the-market doctrine
applies to this action.
132. At all relevant times, the market for Heanispherx common stoek was efficient for
the following reasons, among others:
a. Hemispherx common stock met the requirements for listing, and was listed and
actively traded on the NYSE Amex Equities, formerly known as the Amenean
Stock Exchange, a highly cfticient and technologically advanced cquities market;
b. As aregulated issuer, Hemispherx filed periodic public reports with the SEC;
¢. Hemispherx regularly communicated with public investors via established market
communication mechanisms, including through regular disseminations of press
releascs on the national circuits of major newswire services and through other
wide-ranging public disclosures, such as communications with the financial press

and othcr similar reporting scrvices,
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According to the Company’s Form 10-K filed with the SEC on March 16, 2009,
as of March 3, 2009, there were 80,881,135 shares of Hemispherx common stock
oulstanding,

Following the Company’s three Class Period securities offerings, the number of
outstanding shares increased. Specifically, according to the Company’s Form 10-
Q filed with the SEC on November 9, 2009, as of November 6, 2009, (here were
132,724,202 shares o[ Hemispherx common stock outstanding;

According to Bloomberg, during the Class Period, the average number of
Hemispherx common shares held by the public was approximately 123.69
million;

As of March 3, 2009, Hemispherx had approximatcly 233 shareholders of record;
During the Class Period, Hemispherx common slock had a high avcrage weekly
trading volume of approximately 91.6 million shares;

During the Class Period, Hemispherx was followed by numerous securities
analysts employed by brokerage and securities research firms who regularly wrote
reports that were distributed to certain customers of their respective brokerage and
research firms. Each of these reports was publicly available and entered the
public marketplace; and

As demonstrated herein, there are “empirical facts” showing cyusation between
corporate  events or releases and an immediatc response in the price of

Hemispberx common stock.
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133, As a result of the forcgoing, the market for Henispherx common stock promptly
digested current information regarding Hemispherx from all publicly availahte sources and
reflected such information in Hemispherx’s stock prices.

134.  Plaintiffs and all other members of the Class purchased shares of Hemispherx
common stock at prices set by the market and did so in reliance on the integrity of thosc prices.
Under these circumstances, all purchasers of Hemispherx common stock during the Class Peried
suffered similar injury through their purchuse of Hemispherx common stock at adificially
inflated prices, and thus, a presumption of reliance applies.

X. INAPPLICABILITY OF THE SAFE HARBOR

135, The statutory safe harbor provided for forward-looking statements under ccrtain
eircumstances does not apply to any of the allegedly false statements pleaded in this Complaint,
beeause the specific statements pleaded herein were neither identified as “forward-looking
statcments” when made, nor accompanied by meaningful cautionary language identifying
important factors that could cause actual results to ditfer materially trom those in the specific
statements. To the extent that the statutory safe harbor applies to any of the statements plcaded
herein, Defendants are liable for those statements because at the time each of those forward-
looking statemenis were made, the speaker kncw that the particular forward-looking statemcnt
was false, and/or thc tforward-looking statement was made by or with the approval of an
executive officer of the Company who knew that the statement was false or nusleading when
made.

X1. CLASS ACTION ALLEGATIONS

136. Lead Plaintiff brings this action as a class action pursuant to Rule 23 of the

Federal Rules of Civil Procedure on behalf of all persons who purchased Hemispherx common
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stock during the Class Peniod (the “Class™). Excluded from the Class are the Defendants,
directors and officers of Hemispherx and their families and afliliates.

137. The members of the Class arc so numerous that joinder of all members is
nnpracticable. The disposition of their claims in a class action will provide substantial benefits
to the parties and the Court. Millions ot shares of Hemispherx stock were traded each weck
during the Class Period by hundreds of persons.

138, Questions ol law and fact common to the members of thc Class which
predominate over questions which may affect individual Class members, common questions
include:

a. Whether the Exchange Act was violated by Defendants;

b. Whether Defendants omitted and/or inisrepresented material facts;

c. Whether Defendants’ statemments omitted material facts necessary in order to make
the staternents made, in light of the circumstances under which they werc made,
not misleading;

d. Whether Defendants knew or recklessly disregarded that their statemcuts were
false and misleading;

e. Whether the prices of Hemispherx common stock were artifieially inflated;, and

f.  The extent of damage sustained by Class members and the appropriate measure of
damages.

139.  Lead Plaiatiff’s claims are typical of those of the Class because Lead Plaintiff and

the Class susiained damages from Defendauts’ wrongtul conduct.
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140, Lead Plaintiff will adequately protect the intercsts of the Cluss and has retained
counscl whe are experienced in class action sceurities litigation. Lead Plaintiff has no interests
which conflict with thosc of the Class,

141. A class aclion is superior to other available methods for the fair and efficient
adjudication of this controversy.

COUNT 1
(I'or Violation of §10(b) of the Exchange Act and Rule 1)b-5 Against All Defendants)

142.  Lead Platutiff repeats and realleges each and every allegation contained above as

if fully set forth herein.

143, During the Class Period, Defendants disseminated or approved the falsc
statements spccilicd above, which they knew or recklessly disregarded were isleading in (hat
(they contained misrcpresentations and failed to disclose material facts necessary in order to make
the statements made, in light of the circumstances under which they were made, not misleading,

144. Detendants violated §10(b) of the Exchange Acl and Rule 10b-5 1n that they:

a. Employed deviccs, schemes, and artifices to defraud;

b. Made untrue statcments ot material tacts or omittcd to state matcrial facts
nceessary in order o make the statements made, in light of the circumstances
undcr which they were made, not misleading; or

c. [ngaged in acts, practives and a course of business that operated as a fraud or
deceit upon Lecad Plaintiff and others similarly situated in connection with their
purchases of Hemispherx common stock during the Class Period.

145, Lead Plaintiff and the Class have suffered damages in that, in reliance of the
integrity of the market, they paid artificially inflated prices for Hemispherx common stock. Lead

Plaintiff and the Class would not have purchased [lemispherx common stock at the prices they
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paid, or at all, if they had becn aware that the market prices had been artificially and falsely
inflated by Defendants’ mislcading statements.

146.  As a direct and proximate resnlt of these Defendants’ wrongfil conduct, Lead
Plaintiff and the other meinbers of the Class suffered damages in connection with their purchases
of Hemispherx common stock during the Clags Period.

COUNT 11

(For Violation of §20(a} of the Exchange Act Against All Defendants)

147. Lead Plaintiff repeats and realicges each and every allegation contained ahove as

it tully set forth herein.

148. Defendants Carter and Strayer acted as control persons of Hemispherx within the
meaning ol §20 of the Exchange Act. By virtue of their positions and power to control puhlic
statcments about Hemispherx, Defendants Carter and Strayer had the power and ability to control
the actions of Hemispherx and its employces. Hemispherx controlled Defendants Carter and
Strayer and its other officers and employees. By reason of such conduct, Defendants are liable
pursuant to §20(a) of the Exchange Act.

PRAYER FOR RELIEF

WHEREFORE, [.ead Plaintift prays for judgment as follows:

A, Determining that this action is a proper class action and certifying Lead Plaintiff
as class representative under Rute 23 of the Federal Rules of Civil Procedure;

b. Awarding compensatory damnages in favor of Lead Plaintiff and the other Class
members against all Defendants, jointly and severally, lor all damages sustained as a result of
Defendants’ wrongdoing, in an amount to be proven at trial, including interest thercon;

c. Awarding Lead Plaintiff and thc Class their reasonable costs and expenses

incurred in this action, including counsel fees and expert fees; and
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d. Awarding such equitable/injunetive or other relict as the Courl inay deem just and
propet.
JURY DEMAND
Lead Plaintiff demands a tnal by jury.

DATED: Febtuary 26, 2010 BERGFR & MONTAGUEL, I'.C.

By 22-‘/‘7;(3 /é) 5@,,,7‘7‘—*____
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